


COCA-COLA PLAZA 
ATLANTA, GEORGIA 


i |533 -OA<d7 

RESEARCH AGREEMENT 

This Research Agreement (“Agreement”) is effective on the last date of execution of this 
Agreement ("Effective Date”) between The South Carolina Research Foundation 
(“SCRF”), the university-affiliated research foundation for The University of South 
Carolina (“University”), Dr. Steven Blair, Professor, Arnold School of Public Health, 
having his principal office located at Room 225, 921 Assembly Street, Columbia, SC 
29208 (“Study Director"), Dr. Greg Hand, Professor, Arnold School of Public Health, 
having his principal office located at Room 102, 800 Sumter Street, Columbia, SC 29208 
(“Study Co-Director"), and The Coca-Cola Company, a Georgia corporation with offices 
located at One Coca-Cola Plaza, Atlanta, GA 30313 (hereinafter “Sponsor’]), University, 
Study Director, Study Co-Director, and Sponsor are also referred to herein individually 
as a “Party” and collectively as “Parties". 


RECITALS 

WHEREAS, the research study contemplated by this Agreement Is of mutual interest 
and benefit to the Parties; 

WHEREAS, the Parties to this Agreement share a common mission of improving the 
public health by engaging in research relating thereto; 

WHEREAS, in connection with this mission, Sponsor desires to have further clinical 
research conducted evaluating the key components of energy balance via the protocol 
attached hereto as Exhibit A ("Protocol"); and 

WHEREAS, SCRF, Study Director, and Study Co-Director having particular expertise 
and opportunity in the Protocol, desire to provide this research. 

NOW, THEREFORE, in consideration of the mutual promises contained herein, the 
Parties agree as follows: 

1 Research Protocol 

t.t 1RB Review. University shall commence performance of the Protocol 
subject to prior receipt of necessary approvals from its Human 
investigational Review Committee (“IRS"). The 1RB must operate in 
accordance with the U.S. Code of Federal Regulations (“CFR"), Title 21 
CFR, Part 56 (Institutional Review Boards), as promulgated under the 
Federal Food, Drug and Cosmetic Act. The Parties agree that no 
changes will be made to the Protocol without the Sponsor’s prior written 
consent, which consent shall not be unreasonably withheld or delayed. 
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1.2 Study Director and Study Co-Director . The Protoooi wiil be conducted by 
the Study Director, Dr, Steven Biair, and by the Study Co-Director, Dr. 
Greg Hand, each of whom has expertise in the field of research involving 
body mass index, physical activity, physical fitness, energy balance, and 
other factors necessary to execute file Protocol, if, for any reason, Study 
Director, and Study Co-Director become unavailable, SCRF shall 
promptly advise Sponsor. If Sponsor and SCRF cannot agree on a 
qualified replacement scientist or an appropriate solution within thirty {30) 
days after the Study Director and Study Co-Director cease to be available 
to work on the Protocol, either Sponsor or SCRF may terminate this 
Agreement on ten {10) business days' written notice to the other Party, 

1.3 Standards, Conflicts and Integrity . 

1.3.1 Standards. The study {including without limitation the study 
execution, Protocol, data collection, analysis and interpretation 
thereof) (hereinafter "Study”) shall be conducted in a professional 
and competent manner, in accordance with generally accepted 
sound scientific research techniques, methods and principals, and 
be consistent with good clinical practice as defined and outlined in 
the United States Code of Federal Regulations, and in strict 
adherence to the Protocol. 

1.3.2 Conflicts and Integrity, Sponsor and SCRF will each fulfill its 
respective obligations with respect to file Study in accordance with 
the Eight Guiding Principles enumerated at page 4 of attached 
Exhibit D, " Funding Food Science and Nutrition Research: 
Financial Conflicts and Scientific integrity* 

1.4 Research Site . SCRF will conduct the Study at the following research 
site(s) [the "Research Site(s)”J: 

Arnold School of Public Health 
The University of South Carolina 
921 Assembly Street, 

Columbia, SC 29208 

1.5 Personnel and Equipment , SCRF will at ail times furnish and devote the 
necessary and agreed qualified personnel, facilities and equipment to 
perform the Study and carry out the Protocol as set forth in this 
Agreement, SCRF acknowledges that all personnel involved in the Study 
shall be employees of University or Research Site and not of Sponsor, 
and that University or Research Site shall be responsible for their 
compensation and benefits, shall make all payments required to be made 
by any taxing or governmental authority with respect to their employment 
and shall maintain any necessary workers compensation insurance with 
respect to such employees. University or Research Site personnel who 
perform or work on the Study under Study Director and Study Co- 
Director, together with any other direction, shall be referred to as 
"investigators”. All Investigators will be subject to al! terms and 
conditions, particularly confidentiality and inventions, as set forth in this 
Agreement herein. 
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1.6 Consultants. University will make all necessary contract arrangements 
with the consultants identified in the portion of Exhibit B titled “Budget 
Justification” (“Consultants") who are providing guidance with respect to 
the Study. 

1.7 Sponsors' Representative . Sponsors’ Technical/Scientific representatives 
on the Study shall be Dr. Susan Roberts and Dr. Karen Cunningham 
and/or such other representative(s) as Sponsors may subsequently 
designate in writing from time to time ("Sponsors’ Technical/Scientific 
Representative{s)”). 

1.8 informed Written Consent and Confidentiality for Participants . SCRF 
represents that informed, executed, written consents will be obtained from 
each Study participant ("Research Subject") prior to his/her participation 
in the Study in exchange for the consideration they are to receive. SCRF 
shall be solely responsible for the preparation and content of tire 
informed, written consent. The consent form shall aiso be approved by 
the IRB prior to its use in the Study. SCRF shall certify in writing to 
Sponsor that the informed, written consent has been executed by each 
Research Subject no later than 10 days after the last Research Subject is 
randomized. 

1.9 Record Keeping. Reporting and Access. SCRF, Study Director, and 
Study Co-Director agree as follows: 

1.9.1 Record Keeping . Study Director and Study Co-Director will keep 
and maintain adequate records containing data generated in the 
course of the Protocol to enable Study Director and Study Co- 
Director to furnish complete and accurate information to Sponsor 
regarding the Protocol results; provided, however, that the Parties 
agree that SCRF, Study Director, and Study Co-Director shall not 
disclose to Sponsor any personal information relating to Research 
Subjects. 

1.9.2 Access and inspection . Sponsor’s authorized representative(s), 
and governmental or regulatory authorities, to the extent required 
by law, may, at mutually agreed upon times and upon reasonable 
notice to SCRF, Study Director, and Study Co-Director, arrange 
to: (i) examine and inspect University’s facilities used for 
performance of the Protocol; and (ii) audit, inspect and copy all 
data and work products relating to the Study, (other than 
confidential Research Subject records as provided in Article 1.8), 
to verify compliance by SCRF, Study Director, and Study Co- 
Director with the terms.of this Agreement. 

1.9.3 Government Inspections, if any governmental or regulatory 
authority conducts or gives notice to SCRF of its intent to conduct 
an inspection at the Research Site or to take any other regulatory 
action with respect to the Study, SCRF will promptly give Sponsor 
written notice thereof, including ail information pertinent thereto; 
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provided that it shall not be a breach of this Agreement for SCRF 
to comply with the demands and requests of a governmental or 
regulatory authority in accordance with SCRF’s reasonable 
judgment and subject to the other terms and conditions of this 
Agreement. 

1.9.4 Records Retention. All records of Study Director and Study Co- 
Director related to the Protocol shall be maintained for a minimum 
retention period of five {5) years following the natural expiration or 
termination of this Agreement, except with regard to Confidential 
Information, as defined in Article 3.1, which shall be handled in 
accordance with Article 3. 

1.9.5 Reporting procedures . Once per month during the execution of 
the Protocol, SCRF shaii send Sponsor a brief progress report (3- 
4 sentences). Once in the first 3 calendar quarters, SCRF shall 
send Sponsor a more detailed progress report (1-2 pages). Once 
per calendar year, in December, SCRF shaii send sponsor a 
comprehensive progress report summarizing aft work performed 
that year in the execution of the Protocol Each quarterly report 
shall take the place of the report for the month in which the 
quarterly report is sent. The annual progress report shall take the 
place of a quarterly report for the fourth quarter. 

t 

1.10 Material Error . If SCRF commits a material error in the conduct of the 
Study or Protocol that adversely affects the Study’s validity or results, 
University will either repeat the Study in a timely manner without 
additional cost to the Sponsor, or refund to Sponsor the cost of the Study, 
by mutual agreement. 


2 Protocol Funding 

2,1 Budget and Payment Schedule. Sponsor agrees to support this Study 
and shall pay SCRF as set forth in the Budget and Payment Schedule 
attached hereto as Exhibit B and Exhibit C, respectively. In the event 
that SCRF unexpectedly learns that certain other expenses need to be 
considered, SCRF must seek the prior written approval of Sponsor before 
taking steps that would incur additional costs. SCRF shall send an 
invoioe to the responsible Party for Sponsor, as set forth in Article 10.4, 
no earlier than one day after execution of the Agreement by both Parties. 
Sponsor shall pay each invoice within forty-five (45) days of receipt. 
Payments will be made by wire transfer to: 

Bank Name: 

Bank Address: 

Name on Account: 

Routing Number: 

Account Number: 

SWIFT Code: 


Wachovia Bank, NA 

1525 West WT Harris Boulevard 

Charlotte, NC 28262 

SC Research Foundation 

053207766 

2003233007079 

PNBPUS33 
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2.2 Use of Funds , SCRF shall monitor expenditures to ensure that the funds 
provided by Sponsor are spent in accordance with this Agreement, and 
as set forth in Exhibit B, and will maintain complete and accurate 
accounting records in accordance with generally accepted accounting 
principles, which shall be available for inspection, review and audit at 
reasonable times by Sponsor. Minor variances (not to exceed 10%) of 
expenditures from the established budget shall not require prior approval 
of tee Sponsor. 

2.3 No Government Funding. Unless otherwise agreed to in writing by 
Sponsor, SCRF agrees that it will not accept any funding for the Study 
from the United States Government or any agency thereof. Accordingly, 
unless Sponsor has agreed in writing to permit partial funding of the 
Study by the United States Government or an agency thereof, SCRF 
represents that tee United States Government shall obtain no rights under 
35 U.S.C. § 200-212 to any Inventions resulting from this Study. 

3 Confidentiai information 

3.1 In preparation of and during tee course of tee Protocol, it may be 
necessary for the Sponsor to disclose to Study Director, Study Co- 
Director, and University, orally or in writing, technical and business 
information regarding the Sponsor's products, marketing plans, public 
relations plans, or Protocol thereto (hereinafter referred to as 
“Confidential Information"). Any Confidential Information that is disclosed 
orally must be reduced to writing within 30 days of disclosure. All 
Confidential Information is considered to be highly confidential by the 
Sponsor. Study Director, Study Co-Director, and SCRF agree to take all 
reasonable precautions to prevent disclosure of Confidential Information 
and to others and to not use Confidential Information without tee express 
written consent of the Sponsor. These restrictions upon disclosure and 
use of Confidentiai information shall extend beyond the term of tee 
Agreement and any extensions herein for a period of five (5) years, but 
shall cease to apply to any specific portion of Confidential Information 
which: 

3.1.1 is already in Study Director, Study Co-Director, or tee SCRFs 
possession at the time of disclosure thereof as established by 
relevant documentary evidence; 

3.1.2 is or later becomes available to the public other than by Study 
Director, Study Co-Director, or SCRFs default; 

3.1.3 is received by the Study Director, Study Co-Director, or SCRF 
from a third party having no obligation of confidentiality to the 
Sponsor; 

3.1.4 is independently developed by University personnel who are not 
aware of the Confidential Information, as established by relevant 
documentary evidence; or 
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3.1.5 is required to be disclosed by law or government regulation. 

4 Publication Rights and Use of Project Results 

4.1 Publication . SCRF shall prepare one or more manuscripts suitable for 
publication in a peer-reviewed scientific journal, reporting the results 
obtained through execution of the Protocol. SCRF shall exercise its best 
efforts to obtain the acceptance and publication of all such manuscripts in 
peer-reviewed scientific journals. 

4-2 Review Rights . Each Party agrees to submit to the other Party, for 
review, the draft of any proposed oral or written disclosure of the results, 
including any abstract of the results, or any manuscript at least ten 
working days (10) days in advance of any disclosure of the results. The 
Party preparing such disclosure shall consider any suggestions from the 
other Party concerning the disclosure, but is not bound to incorporate 
such suggestions in any oral or written publications, except for redaction 
of Confidential Information as necessary for SCRF to fulfill its obligations 
of confidentiality under /Wide 3. At tee expiration of the ten (10) working 
day period, SCRF, Study Director, and/or Study Co-Director may proceed 
with the disclosure (e.g. publication of a manuscript) unless it has 
received written notice from Sponsor that it wishes to cease or delay 
publication due to: 

a. ) Sponsor reasonably believes a patent application claiming a 

new invention should be filed prior to such publication; 

b. ) Sponsor's confidential and/or proprietary Confidential 

Information is contained in the proposed manuscript; or 

c. ) Sponsor reasonably believes a risk exists to the protection of 

proprietary rights. 

If a potentially patentable invention results from the Protocol and Sponsor 
wishes to file a patent application covering such invention pursuant to 
Article 5 herein; the Parties agree to negotiate in good faith io determine 
and agree upon a reasonable delay of any oral or written disclosure of the 
results, in order to allow the Sponsor to complete development necessary 
for filing and to file such patent application. Such delay shall not exceed 
one hundred twenty (120) days. 

4.3 Public Acknowledgement . Publication shall acknowledge authorship 
according to those significantly involved in tee Study, SCRF agrees that 
if Sponsor so requests, and only if Sponsor requests, substantive 
releases and/or written reports contemplated by this Article 4 may include 
language to the effect that The Study was funded by The Coca-Cola 
Company". 

4.4 Company name. Without Sponsor's prior written approval, SCRF will not 
publish or use any advertising, sales promotion or publicity matter relating 
to services, equipment, materials, products and reports furnished by 
SCRF wherein the names of Sponsor, its subsidiaries, affiliates and/or 
authorized bottlers are mentioned or their identity implied. 
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5 Invention Rights 


5.1 Study Director, Study Co-Director, and University agree to disclose 
promptly and fully in writing to the University Intellectual Property Office , 
ail creative ideas, developments and inventions, whether or not 
patentable, conceived or reduced to practice by Study Director, Study Co- 
Director, or University as a result of the Study (herein referred to as the 
‘’Inventions"). The Parties agree to hold all information regarding any 
Invention in confidence until a patent application covering the Invention 
has been filed, or the Parties have agreed in writing that no patent 
application covering the invention is to be filed, or publication of the 
Invention occurs pursuant to Article 4 herein. 

5.2 All Inventions shall be the sole property of Sponsor, and SCRF, Study 
Director, and Study Co-Director hereby transfer and assign to Sponsor 
any and all of their and the other investigators’ rights, title and interests in 
the Inventions. Each of SCRF, Study Director, and Study Co-Director 
agrees to cooperate with Sponsor and to assist Sponsor in protecting any 
inventions and related Confidential Information and Sponsor’s rights 
therein, including by promptly executing and delivering to Sponsor any 
documents reasonably requested by Sponsor to perfect or evidence 
Sponsor’s rights therein, whether by patent, copyright, trade secret or 
otherwise. 

5.3 If Sponsor determines that it wishes to have a patent application or 
application for other intellectual property protection filed with respect to 
any Invention, each of SCRF, Study Director, and Study Co-Director shall 
promptly assist Sponsor in Sponsor’s preparation, filing and prosecution 
of such U.S. and/or foreign application(s). Accordingly, Study Director, 
Study Co-Director, and SCRF agree to assign outright to the Sponsor fine 
entire right, title and interest, both in the United States and abroad, to any 
Inventions developed as a result of the Protocol and/or Study, without 
payment other than the fees provided for herein. Sponsor shall bear all 
costs incurred in connection with the preparation, filing, prosecution and 
maintenance of U.S. and foreign application(s) directed to the Inventions. 
Each of SCRF, Study Director, and Study Co-Director shall cooperate 
with Sponsor to assure that such application(s) will cover, to the best of 
their knowledge, all items of commercial interest and importance. 
Sponsor alone shall be responsible for making decisions regarding scope 
and content of the appiication(s) to be filed and the prosecution thereof, 
but Study Director, Study Co-Director, and SCRF will be given an 
opportunity to review and provide input thereto. The Study Director, 
Study Co-Director, and the SCRF further agree to execute any and ail 
documents which the Sponsor determines are necessary or convenient to 
fully implement Sponsor’s proprietary rights in such Inventions. 

6 Termination 


6-1 Term . This Agreement shall take effect as of the Effective Date and shall 
remain in effect until completion of the Protocol, including delivery by 
SCRF to Sponsor of ail relevant reports and manuscripts, which shall be 
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no later than December 31, 2013, unless sooner terminated in 
accordance with Article 6.2 or otherwise agreed to by the parties in 
writing. 

6.2 Termination . Sponsor may terminate this Agreement, without cause, 
upon prior 15 days written notice to SCRF. Either Party may terminate 
this Agreement upon thirty (30) days prior written notice to the other Party 
in the event the other Party is in breach of its material obligations 
hereunder. The breaching Party may cure such default prior to the 
expiration of the same thirty (30) day notice period, at which point this 
Agreement shall continue in full force and effect. If the breaching Party 
does not cure the breach during the notice period, the Agreement will be 
terminated, 

6.3 Effect of Termination . 

6.3.1 Termination of this Agreement by either Party for any reason shall 
not affect the rights and obligations of the Parties accrued prior to 
the effective date of termination of this Agreement 

6.3.2 Articles 1-5, 7, and 10 shall survive the natural expiration or 
termination of this Agreement. 

6.3.3 Upon early termination of this Agreement, Sponsor will be 
responsible for compensating SCRF for all authorized, non- 
cancelable commitments for costs incurred or to be incurred as a 
result of the performance of the Protocol under this Agreement as 
of the date of termination; provided, however, that Sponsor will in 
no event be obligated to compensate SCRF more than the total 
amount set forth in Exhibit B, If the amount Sponsor has paid to 
SCRF prior to the date of termination exceeds the amount of 
cancelable commitments for costs incurred or to be incurred at the 
date of termination, SCRF will reimburse Sponsor for the excess. 

6.3.4 Upon termination of tills Agreement, SCRF shall immediately 
discontinue any work and shall take such precautions as 
requested by Sponsor, including returning to Sponsor or certifying 
in writing to Sponsor that it has destroyed all documents and other 
tangible items containing Sponsor Confidential information. 

6.3.5 Neither Party shall be liable to the other for damages of any kind 
relative to termination of this Agreement in accordance with this 
Article 6, even If advised of the possibility of such damages. 

7 indemnification 


7.1 Liability of SCRF . SCRF hereby agrees that it shall be solely responsible, 
to extent allowed by South Carolina law, where found liable by a court of 
competent jurisdiction, for any and all damages, deficiencies, actions, 
suits, proceedings, demands, assessments, judgments, claims, losses, 
costs, expenses (including medical expenses incurred by participants 
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enrolled in the Study to the extent such medical expenses are not 
covered by the participants’ medical or hospital insurance or 
governmental programs providing such coverage), obligations and 
liabilities (including expenses and reasonable experts’ and attorneys’ 
fees) arising from or relating to (i) the intentional misconduct, 
recklessness or negligent act or omission by University, any of its 
employees or agents as it relates to the performance of the Protocol; or 
(ii) the failure of Study Director, Study Co-Director, or his co-investigators, 
and assistants to adhere to the terms of the Protocol or to employ 
reasonable care in the performance of the Protocol in conformity with the 
generally accepted standards of the medical and scientific communities or 
to adhere to any local or national laws in any material respect 

7.2 insurance . University shall maintain, at all times during the performance 
of the Protocol, sufficient liability insurance to adequately protect the 
respective interests of Sponsor hereunder. 

8 Representations and Warranties 

8.1 University Representations . SCRF hereby represents to the best of its 
ability that: (i) University is, and shall continue to be throughout the period 
of the Study, in compliance with all of University’s internal rules and 
regulations applicable to: (a) it or its activities; and (b) the Study; (ii) other 
than those which have already been obtained, no consents or approvals 
of, and no filings with, any governmental entity or any other person are 
needed to enable the Study to be conducted; (iii) other than those which 
have already been obtained, no approvals or consents of any person or 
body at University is required for University, Study Director, or Study Co- 
Director to conduct the Study; (iv) University obtained from all the 
investigators and University’s faculty, staff, employees or students that 
will be working on the Study, ail rights necessary to grant the rights 
granted to Sponsor in this Agreement; (v) the informed written consent 
form has been approved by the IRB; (vi) University has the experience 
and ability in the fields and related disciplines as may be necessary to 
perform all required services with a high standard of quality; (vii) 
University's services will be performed in a workmanlike and professional 
manner and all services, equipment, materials and reports furnished will 
be as represented by University, suitable for Sponsor's business 
purposes; (viii) the individual signing this Agreement on its behalf is duty 
authorized to do so and to bind SCRF by this Agreement; (ix) SCRF is a 
duly organized and validly existing corporation in good standing under the 
iaws of South Carolina and is duly qualified and authorized to do business 
and is in good standing in all jurisdictions where it is required to be so 
qualified; and (xi) SCRF has the power and authority (a) to own its 
property and assets and to transact the business in which it is engaged 
and presently proposes to engage, and (b) to execute, deliver and 
perform this Agreement. 

8.2 Sponsor Representations . Sponsor hereby represents and warrants that 
the individual signing this Agreement on its behaif is duly authorized to do 
so and to bind Sponsor by this Agreement. EXCEPT AS SET FORTH IN 
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THIS AGREEMENT, SPONSOR MAKES NO EXPRESS OR IMPLIED 
REPRESENTATIONS OR WARRANTIES AND THE WARRANTY OF 
MERCHANTABILITY OR FITNESS FOR PURPOSE OR USE IS 
EXPRESSLY DISCLAIMED AND WAIVED BY UNIVERSITY, STUDY 
DIRECTOR, AND STUDY CO-DIRECTOR. 

9 Conduct. Principles. Minority and Women-Owned Business Enterprises 

9.1 Supplier Guiding Principles and Code of Business Conduct for Suppliers . 
It is well understood that SCRF is not a "Supplier" as defined by the 
industry. SCRF, however, shall review and abide by Sponsor's Supplier 
Guiding Principles and the Code of Business Conduct for Suppliers and 
will, at a minimum, meet the principle standards with respect to its 
operations as a whole as the same principles will apply to SCRF. 
Sponsor's Supplier Guiding Principles and the Code of Business Conduct 
for Suppliers are available at htto://www.thecoea- 
cotacomPanv.com/dtizenship/suppIier code.litml SCRF will implement 
appropriate interna! business processes to ensure compliance with these 
standards. Sponsor has the right to use independent third parties to audit 
SCRF’s compliance with these standards, including, but not limited to, 
conducting interviews with employees and on-site personnel. If SCRF 
fails to uphold any aspect of these standards, SCRF will implement 
immediate corrective actions. Sponsor has the right to terminate this 
Agreement if SCRF cannot demonstrate that it is in compliance with these 
standards. 

9.2 Minority and Women-Owned Business Enterprises . Sponsor is 
committed to the ongoing growth and development of Minority and 
Women-Owned Business Enterprises (“MW8E”). Sponsor is further 
committed to providing equal opportunity to diverse suppliers of goods 
and services and makes every effort to use MW BE to the maximum 
extent possible. In this regard. Sponsor is interested in establishing 
contractual agreements with suppliers of goods and services that share 
our vision and are dedicated to supplier diversity principles. For more 
information, please visit www.coke.net. link to Supplier Diversity. 

10 Miscellaneous 

10.1 Relationship of Parties . Each Party shall be deemed to be an 
Independent contractor and not an agent or employee of the other Party. 
Neither Party shall have the authority to make any statements, 
representations nor commitments of any kind, nor take any action which 
shall be binding on the other Party, except as may be explicitly provided 
for herein or authorized in writing. 

10-2 Publicity . Sponsor and SCRF shall consult with each other and reach 
agreement regarding and prior to the issuance of any press release or the 
making of any public statements with respect to this Agreement and the 
transactions contemplated hereby (inclusive of the Protocol) and shall not 
issue any such press release or make any such public statement unless 
approved in writing by an authorized representative of Sponsor arid 
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University. Notwithstanding the foregoing, University may publish general 
information about this project in its standard reports of sponsored 
program activity. 

10.3 Work for Competitors . SGRF agrees that during the period in which 
University is actively performing the Protocol under this Agreement, the 
Study Director, Study Codirector and any University personnel working 
under them for performance of this study will not perform a similar study to 
the one described in the Protocol, or use the same study Protocol, for 
PepsiCo, Cadbury Schweppes, Cott, Danone, Kraft, Nestle, Unilever, or any 
entity, including any subsidiary thereof, the primary business of which is the 
marketing of food or beverage products, including, but not limited to soft 
drinks, coffee, tea, sports beverages, bottled water, and fruit or vegetable 
juice concentrates or beverages, except as Sponsor may, in its sole 
discretion, expressly authorize in writing. Study Director, Study Co-Director, 
and SCRF further agree not to make any public presentation regarding the 
results of this study on behalf of or at toe request of any such entity without 
prior written approval of Sponsor. 

10.4 Notices . All notices required or permitted hereunder will be in writing and 
delivered personally, sent by facsimile transmission, mailed by overnight 
courier, or sent by certified or registered mail to the following addresses: 

• if to SCRF, the notice shall be addressed to: 

R. Steven Etheredge, Asst. Director 
Sponsored Awards Management 
901 Sumter St., Suite 501 
Columbia, SC 29208 
Telephone No.: 803-777-4457 
Facsimile No.: 803-777-4136 
E-mail: steven@mailbox.sc.edu 

Notices relating exclusively to medical or scientific issues shall be sent to 
the Study Director and Study Co-Director, with a copy to SCRF at the 
address below if such notices regard a change in the Protocol. 

if to Study Director and Study Co-Director, the notice shall be addressed 
to: 

Dr. Steven Blair, Study Director 
Arnold School of Public Health 
The University of South Carolina 
921 Assembly Street, . 

Columbia, SC 29208 

Telephone No.: 803-777-0567 
Facsimile No.: 803-777-2504 
E-mail: sblair@mailbox.sc.edu 
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And 


Dr. Greg Hand, Study Co-Director 
Arnold School of Public Health 
The University of South Carolina 
800 Sumter Street, 

Columbia, SC 29208 

Telephone No.: 803-238-6980 
Facsimile No.: 803-777-2504 
E-mail: grehand@mailbox.sc.edu 


if to Sponsor, the notice shall be addressed to: 

Dr. Susan Roberts 
Principal Scientist, SRA 
The Coca-Cola Company 
NAT 342C 

One Coca-Cola Piaza N.W. 

Atlanta, Georgia 30313 
Telephone No.: 404-676-3586 
Facsimile No.: 404-598-3586 
E-mail: suroberts@na.ko.com 

And 

Dr. Karen Cunningham 
. Principal Scientist, SRA 
Beverage Services Ltd 
1 Queen Caroline Street 
London, W6 9HQ 
Great Britain 

Telephone No.: +44-208-237-3327 
Facsimile No.: 011 -44-189-584-4870 
E-mail: kacunningham@eur.ko.com 


With a copy to: 

John M. Packman 
Senior Counsel 
The Coca-Cola Company 
NAT 2038 

One Coca-Cola Plaza, N.W. 
Atlanta, Georgia 30313 
Telephone No.: 404-676-2663 
Facsimile No.: 404-598-2663 
E-mail: jopackman@na.ko.com 
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or to such other place as any Party may designate by written notice to the 
other Party. 

10.5 Integration: Amendments . This Agreement constitutes toe entire 
agreement of toe Parties pertaining to the Protocol and supersedes all 
prior agreements and understandings, whether oral or written. In the 
event of any inconsistency between the body of the Agreement and the 
Exhibits, the terms of the body of the Agreement shall govern. No 
modification, amendment or waiver of this Agreement shall be binding 
unless executed in writing by the Parties. The waiver by Sponsor or 
SCRF of a breach of any provision of this Agreement shall not operate or 
be construed as a waiver of any subsequent breach. 

10.6 Force Majeure . Except as specifically provided to toe contrary herein, the 
inability or failure of SCRF or Sponsor to perform any of their obligations 
pursuant to this Agreement will not be the basis of claims for damages 
sustained by SCRF or Sponsor or for breach of contract when due to 
causes or contingencies reasonably beyond the control of SCRF or 
Sponsor. If either SCRF or Sponsor suffers the event of force majeure, 
the suffering Party shall give notice of such event of force majeure in 
reasonably full particulars to toe non-suffering Party as soon as 
reasonably possible. 

10.7 Governing Law . This Agreement shall be governed by and construed in 
accordance with toe laws of the State of South Carolina, USA, without 
giving effect to any choice or conflict of law provisions to the extent such 
provisions would apply the law of another jurisdiction. 

10.8 Counterparts . This Agreement may be executed in counterparts 
(including without (imitation execution via facsimile or e-maii transmission 
of signatures in the spaces indicated below), each of which shall be 
deemed an original, but all of which taken together shall constitute one 
single agreement between the parties. The person signing on behalf of 
each party represents that he or she is authorized to execute this 
Agreement on behalf of such party and has the authority to bind such 
party to toe terms and conditions of this Agreement. 
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IN WITNESS WHEREOF SCRF and Sponsor have caused this Agreement to be 
duly executed on their behalf by their respective representatives as ol the date below. 


SOUTH CAROLINA RESEARCH 
FOUNDATION 


R. Steven Etheredge $ 
Assistant Director 
Sponsored Awards Management 


iHWiO 


THE COCA-COLA COMPANY n j 

/*>* 

/O. , ,, Vr 

y '/j j // / / 

By: - 

Rhona Applebaum, PhD 

VP, Chief Scientific & Regulatory 

Officer 

Date: /OjXF/Jit/O _ 


STUDY DIRECTOR 

Acknowledged as read and understood: 


Dr. Steven Blair 


Date: O/tll* 


STUDY CO-DIRECTOR 

Acknowledged as read and understood: 
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EXHIBIT A 


PROTOCOL 

Energy Balance Study Design and Protocol 
Steven N. Blair, Study Director, and Gregory Hand, Study Co-Director 
Department of Exercise Science, University of South Carolina 


Background 

It is indisputable that the world is experiencing an epidemic of obesity. Although 
the prevalence of obesity has been increasing for approximately 30 years, we have little 
evidence of the specific causes. It is clear that the general cause is too many people being 
in positive energy balance on too many days. However, no studies have properly 
measured energy intake and energy expenditure, and evaluated each as separate and 
independent causes of the obesity epidemic. Most of the attention given to the obesity 
epidemic focuses on the intake side of the equation rather than on the expenditure side. 

A report from the U.S. Institute of Medicine, “Bridging the Evidence Gap in Obesity 
Prevention,” gives much more attention to energy intake than energy expenditure. A 
rough estimate from scanning the document is that diet/nutrition is mentioned three times 
more often than physical activity/fitness. This continued imbalance in attention from the 
highest levels of scientific thinking does not augur well for success. It is difficult, and in 
fact impossible, to develop strategies and tactics to stem or reverse this epidemic until we 
better understand the specific causes. 

We propose to conduct a large-scale, comprehensive energy balance study. This 
study will measure energy balance more accurately than it has ever been measured in a 
large sample followed for at least one year, using a number of sophisticated measures of 
energy intake and energy expenditure. Data and findings from this study will lead to 
high-impact publications that will have a profound effect on how clinicians, public health 
officials, and lay people view the obesity' epidemic, its causes, and what can be done to 
address it, 

A group of expert advisors (Drs. Allison, Hill, Jakidc, Hamilton, Katzmarzyk, 
Church, and Blundell) has provided guidance in developing a proper energy balance 
study and will continue to provide expertise throughout the study. This group of 
scientists is among the best in the world in the fields of energy balance, obesity, physical 
activity, and nutrition. The expert advisors and key personnel in this shady are among the 
most highly-cited individuals in die world on topics related to energy balance. 

Specific Aims 

Prefatory Aim 1. To examine the extent to which variation in total energy expenditure 
and variation in total energy intake contribute to changes in body weight and fat among 
young adults. 
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Primary Aim 1, To examine the extent to which changes in body weight and fat are 
driven by changes in energy expenditure, changes in energy intake, or both. 

Secondary Aim 1. To examine the extent to which changes in body weight and fat during 
specific time intervals are driven by changes in energy expenditure, changes in energy 
intake, or both. 

Secondary Aim 2. To examine the specific components/attributes of energy expenditure 
and energy intake that drive changes in body weight and fat. 

Secondary Aim 3. To determine to what extent demographic characteristics modify the 
relationship between variance in the changes in energy expenditure and energy intake and 
variance in the changes in body weight ami fat. 

Tertiary Aim 1. To study the feasibility of examining the temporal sequence of changes 
in energy expenditure and changes in energy intake. 

Hypotheses 

1. Changes in body weight and fat will be positively associated with increases in 
total energy intake. 

2. Changes in body weight and fat will be positively associated with decreases in 
total energy expenditure. 

Testing these two hypotheses will allow us to determine the specific contributions of 
energy intake and energy expenditure to changes in body weight and fat. 


Depending on the results, at the end of this study we will be able to make statements such as: 

1. The proportion of body weight change that is explained by changes in total energy 
expenditure is X. 

2. The proportion of body weight change that is explained by changes in total energy intake 
is X. 

3. Decreases in occupational physical activity contributed to XX% of the decrease in total 
energy expenditure. 

4. Decreases in light intensity physical activity contributed to XX% of the decrease in total 
energy expenditure, 

5. The study of body weight change is complex and should ahvays contain an evaluation of 
both energy intake and energy expenditure 


Overview of Study Timeline 

The study will take a total of 3 years. The first six months of the study will be 
dedicated to project start-up to obtain equipment, complete detailed planning, recruit and 
train staff, and begin initial recruitment of participants. The final six months of the study 
will be dedicated to cleaning data, running analyses, and preparing papers and reports for 
publication. 
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Table 1. Energy Balance Study Timeline 




Ql 

Q2 

Oct- 

Jan- 

Dec 

Mar 

2011 

2012 


Start-U 


Recruitment 


Baselines 


Follow-ups 




XXX 

XXX 

XXX 

XXX 

XXX 

XXX 

XXX 

XXX 

XXX 

XXX 

XXX i 

XXX 



' Note: each x refers to a month in the quarter 


400 men and women between the ages of 21-35 years will be recruited to take 
part in the Energy Balance study. A variety of recruitment strategies will be used, 
including advertising to the general population (newspapers, radio, TV, flyers), in 
addition to more targeted approaches (listserves at worksites and universities, social 
media). Participation in the study will be open to all comers; however, the goal is to 
recruit 50% women and 50% men. Inclusion and exclusion criteria for enrollment into 
the study are listed in Table 2 below. 



Table 2. Inclusion and Exclusion Criteria. 


Inclusion Criteria 


• BMI: 25-30 

• 21-35 years of age 

• Fasting Plasma Glucose <126 mg/dl 

• Current medications must have been 
prescribed for three or more months and 
stable 

• Internet access (home or other, 
agreement by participant that they will 
comply with the extent of internet use 
required). We are experienced with 
using internet interventions and are 
aware that we must be certain that 
participants have regular internet access, 
and have the ability to use it as 
instructed. We will conduct training 
sessions during the run-in period in 
order to insure that this will not be a 
barrier for participants. 


Exclusion Criteria 


• Currently on medications to lose weight 

« Planning to have weight loss surgery 

• Weight loss > 10 lbs in last 3 months 

• History of depression, anxiety or panic 
with medications started within last 3 
months (include if stable on 
medications) 

• Medical history with presence of 
significant conditions or disease that 
may interfere with study - e.g., cancer 
within past 5 yrs of diagnosis (except 
non-melanoma skin cancer), recent 
surgery 

• Pregnant or actively trying to become 
pregnant 

« Gave birth in last 12 months 

• <6 months post-lactation 
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• >90 lh percentile on the Brief Symptom 
Inventory (BSI) 

• Planning to move from the area in the 
next 12 months 

• Other medical, psychiatric or behavioral 
factors that in the judgment of the 
principal investigator may interfere 
with study participation or the ability to 
follow the intervention protocol. 


Study Design & Methods 

This study will follow participants for 1 year, with repeated measures conducted 
across the study period. Recruitment will continue ova - a 1-year period of time so that 
baseline and follow-up measures are staggered across the calendar year. 

Prior to the baseline visit all interested and eligible participants will be scheduled 
to take part in a 3-week run-in period. During week 1, participants will be asked to 
complete the informed consent form and some questionnaires, have their height and 
weight assessed, and complete the DXA measure. During week 2, participants will be 
asked to complete the basal metabolic rate assessment (BMR) and some questionnaires, 
and have their blood drawn. During week 3, another DXA measure will be conducted, a 
sub-maximal fitness test will be administered, and doubly labeled water (DLW) will be 
started on a sub-sample. We also will instruct participants on internet use and evaluate 
their ability to adhere to these instructions. The run-in period will help screen out 
participants who are less likely to adhere to the study requirements. 


Tabie3. Run-in Timeltoe 


Week 1 

Week 2 

Week 3 

• Informed consent 

• Questionnaires 

• DXA #1 

• BMR 

• Blood draw 

• Questionnaires 

• Sub-maximal fitness test 

• Start DLW on sub-sample 

• DXA #2 


Laboratory Measures 

Participants will complete laboratory measures 5 times throughout the study. At 
each visit, body fat (DXA), height, weight, and waist circumference will be measured to 
all participants, in addition to a blood draw to measure lipids and glucose. Although 
blood draws will be done at all time points, analyses will be done only on baseline and 
post-test measures for this study, and samples from all time points will be frozen and 
stored. BMR and fitness will be measured on all participants at baseline. Doubly-labeled 
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water on the subsample will be measured at baseline and again at 12 months. See Table 4 
for a summary of the measurement protocol. 

A number of other demographic, health, and lifestyle-related factors will be 
measured in all participants at each time point Prior to each scheduled laboratory visit, 
participants will receive a packet of questionnaires to be completed and returned at the 
laboratory visit. 

Of the total budget, 90% will be used for recruitment, retention, and collecting the 
primary and secondary outcome measures. We are measuring many additional variables 
that directly affect the exposures (energy intake, energy expenditure), and therefore are 
crucial to explain our study findings. A number of other valuable questions, following 
our primary and secondary questions, can be examined/answered with our proposed study 
design and measures. 

Energy Expenditure and Energy intake Measures 

Participants will wear the SenseWear Armband for 10 consecutive days at 
baseline and during each subsequent quarterly follow-up period (5 times x 10-days during 
entire study). During this same time, participants will complete 3 random 24-hour 
dietary recalls (5 times x 3 recalls during entire study). Participants also mil weigh 
themselves daily using a WIFI/web-connected scale. To prevent the armband and daily- 
weighing from becoming an ‘intervention,’ feedback from the armband and scale will not 
be available to participants (screened/blinded). See Table 4 For a summary of die 
measurement protocol. 


Table 4, Measurement Timeline. 


Baseline 

Quarter 1 

Quarter 2 

Quarter 3 

Quarter 4 
(POST VISIT) 

* Armband 10 days 

* Armband 10 days 

» Armband 10 days 

• Armband 10 days 

• Armband 10 days 

• 3 random 24-hr 

* 3 random 24-hr 

» 3 random 24-hr 

• 3 random 24-far 

* 3 random 24-hr 

dietary recalls 

dietary recalls 

dietary recalls 

dietary recalls 

dietary recalls 

• LAB VISIT & 

• LAB VISIT & 

« LAB VISIT & 

• LAB VISIT & 

* LAB VISIT & 

questionnaires 

* BMR . 

• DLW on sub¬ 
sample 

questionnaires 

-i 

questionnaires 

questionnaires 

questionnaires 

♦ BMR 

* DLW on sub- 
sample 
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Retention 

Upon enrollment into the study, participants will be asked to provide their contact 
information, as well as the names and contact information of two additional people (who 
do not live with them) that we could contact in the event we cannot get in touch with the 
participant. In addition, retention mailings (emails and/or postcards) will be sent one 
time a month. In the event that a participant moves, this will allow him/her to provide 
new contact information to study staff. 

Incentives 

In an effort to increase adherence and compliance, participants will receive an 
incentive upon completion of baseline and quarterly measures. A total of $500 will be 
given to each subject throughout the 1-year study period, with cash payments increasing 
as participants progress through the study (e.g. $50 after completion of the baseline 
measurement, $75 after the Q1 measurement, etc.). 

Publication Plan 

Upon completion of the study, a number of manuscripts will be prepared and 
submitted to top peer-reviewed journals for publication (e.g. Journal of the American 
Medical Association, New England Journal of Medicine), Study findings will also be 
presented at national meetings (e.g. American College of Sports Medicine, Experimental 
Biology, The Obesity Society, American Nutrition Society) and released to the 
press/media (e.g. New York Times, Washington Post, USA Today). 

Examples of publication titles include: 

1. What drives the increase in body weight/fat - energy intake or energy 
expenditure? Findings from a prospective energy balance study. 

2. Changes in energy intake and energy expenditure: What components contribute to 
these changes? 

3. Do demographic factors moderate die relationship between energy intake, energy 
expenditure and weight/fat gain? 

4. Re-thinking the obesity epidemic: Implications for clinicians, public health 
officials, and policy makers. 

5. The importance of energy balance design elements in future obesity research 
studies. 
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EXHIBIT B 


BUDGET 


Budget Summary 


Total Direct Costs 
USC Indirect Costs 
Total Costs 


Q42010 

$366,935 

$36,693 

$403,628 


2011 2012 

$850,062 $6881,849 

$85,006 $88,185 

$935,068 $970,033 


Q1-3 

2013 Total 

$192,765 $2,291,611 
$19,277 $229,161 

$212,042 $2,520,772 


Attached to this Exhibit B are budget details by calendar year. 


Page 2) of 28 


WVUFOIA #15236-1490 






bo 



■BBSS 



s 

SB™ 




F= 


1- 

— 


ROLE 

fcliJfJf 


[■MM 

‘[I'w.’ii.v: 

\uhiwsrm 


ISB 

——I 

S33M 

SS 


■—■— 

l7.T7Wa;TW 

IMMH—M 


[kHHHHH 

Ntap 

■EF 

■Hi^* 


—T-" 

MASS 

M^SFi* 


—IE 

— KJES 

^^MMSQB 

Ei=[; 


■kilt 

■n? 

MM*'}. 

—iUitil; 

■M3S3 

—WF 


mm 

1—TT" 

—HESS 

M —3E3 

|Meolien Ban! Eh 

IMKH&MWHI1 

■Kir 

MB53E 

—Hu 

■§:»» 

—Hlsss 

M3HF 


■S3 

■HETHT 

— iaEfiu 

— M3E® 

1 ffi'i n r-T.j I Hr. 


HEE 

Mb’ 

—M 

HHOB3SI 

—r i 



gyyr 

— U 

as 

—— 

James HorcBn 


IHHE* 


■I'M 

■— '■«•!*!* 



M?iF? 

nr 

■—is 

HHMI 

MHiTZu 

MdSgl 

EESPSEji— 

hw 

MMTCF 

■—Ml 

HH#r ; KiftS£L 

MMLiKS: 

—F5!f 

M-xi'E: 1 

■ZEE 

—US 




SI2S!?33—i 

—t 

MMPE 

MMH> 

—M3HK& 

■MIKEE 

—Tiv 

W*FE> 



■■^^■T^TTT^I 

—MESSES 


■■■ 

HH 

hh 

HH 

HHHI 

HHHH 

M—■ 

MM— 

■■■ 

— 

HHHH 

mmmm— 



_ 

hhh 

phh 

HHHI^H 

HHHH 

— 


■ 

HHH 

H^^H 


tMuaia ! 315531 

JHHHHH 

■ 

HUM 


HH 

H 

— 


— 

— 

: 

—3LS3 


IHKftHMg 

Hi 

IHH 

HH 

HHHH 

HH 


■■HH 

—■ 

i 

■■■■ 


n" r TPT iii i'll i— 

■■■■■■I 

HUM 



HHHHH! 

NHHHHHei 

hhh 

i 

— 

! 

pm 



WBmmmmM 

Sfcn 


HHI 

Hg^^3Si 

HHHI 

H™r 

HHH 



H 

— 






5 

B—^ 


s 

HH 

HH 


B . S 


i u.«jf jh •i'mau'i ^vn-T'Ti 

HH 

HH 

HHI 


hh 

HH 

■■Has? 




HHHHdl 


IH 

HUN 

■HH 

■H^H 


■HHH 

HHHI 

IKK 


■H 

H ■■ 

hhh 

iBSMa.'Jga'f— 









. 

KHUMMi 

—■ 











■ 







— 







■Hn 

pflBBMM 

M—iMBM 

1 l*j ’ ■ foTUi 1 >\ 1 ' i *r>kiix 

HHH^^H 

IHH 

hh 

h^h 


bhh 

HHH 

Mmm 


■■■■■ 

MM 

12 


MPV 

nm 

HH 

■■MM 

hhh 

hhh 

IHH 

HHHi 






■HflH 

HH 

hh 

■hh 

hhh 

■HHH 

■HH 

HHH 

I^^H 

HHHI 

H 


fef Tr. f "1 1 ■ f’T'Tv.-Ar J-Idjlil’-X 

jHHHHHi 

Hhb 

HH 

HHHI 

hnhnhmhp 

hh 

HHH 

IH^HB 

■H 



■Em 


HHH 

HH 

■H^h 


BBHHMM 

HpHl 

HHH 

HH 

— 



—MpMS 

P"ii' i ii i m ■ 

HHHHHH 

HHI 

HH 

HHI 


H 

HHHI 

m 

HHH 


HHHH 

— 1/uV 

| IMjLL l^'S .v*.-IrTl n*!*! 1 (*►.-< l ».»■• n i ‘I’li-iJ-i'-*.' 

r~— 

h^h 


HHHI 

HHH 


HMSS^H 

se«H 

■MMMM 

i i ii 

M^Uggp 3 

frTT^ ifl iTr^IyrrTMMi 

HHH^^^H 

H 

■rHM 

gpgsBi 

t,ilin— HH 

HHHI 



SBBHB 



■KIEIMS 

Nmmmmmm—m— 


IHH 

hh 

IHI 

HH ii al I in 








LTOTAL SUPPLIES COSTS; 

■ 



• 








C2 


i hh 

HH 

IHH 

Hi 

HHHH 

XS£23BHi 




HHHI 

—■ 



■HHHHHH 

&e^H 

Mi 

1 HMI 


■WHfH 

^GQHBBK 

■■i 

■■ 




U---; 






tw&saH 



H 




|IE^lirE^l£»jfl-c^0.nniTT« 

■■■HR 



hi 


wm ■■ 



lefiMH 

■HH 












~ 



' 23 j 















— m^— 

Hi 

— 

HHI 

—— 

HHHH 



mas 

HHH 

— 



— h—m— 

■HI; 

MM— 

HHI! 

MM— 

hh 


■■— 


HHHI 

MHMMMI 


i I 

■■■■ 

Hi 

sag—l 

Hi 

M—MM— i 

H 

«e»l 

— 

Hi 

■HHI 

|— MMM 

H 

£E*THHin^^Hi 

HH 

hh 



MHM— ! 

H 



— 

— 

—— M Ii 

w ii 

E 3 ? L*ij u i?7HIW$3H^HH| j 

HM—NMMi 

^H 

^^^mi 

IlHi 

MH^MI 

H 

—i 

■1 

Hfl 

^M—l 












~~i 



hhh 















■■■■■MI 

M— ! 

IHI 

HHHI 

MMMMMMI 

HHHI 

HHHI 

MNMMI 

^■i 

—1 

——Ml 


I_L 

-1 

] 



r 

r 



— 

— 1 

— HM—I 


TOTAL DIRECT COSTS FOR Q4 2010 

HHI 

hhri 

■ 

MMM— 1 

— 

■Mil 

Ml 

—Ml 


—— 


—=L - 

HHI 

IgjHI 


M— 1 


— 1 

—■Ml 

—j 

■ 1 

■MM— 1 



use INDIRECT COSTS FORQ4 2010 - 1 -*"-"*-“*-•- 1 -- 1 -$ 43,675 


TOTAL COSTS FOR 04 2010 




WVU FOIA #15236-1491 

















































































^hbmSS 

5 

mm 

Mi 

MM 

s 

ggg 

Ss 


,B 

— 

S 

BS 


as 

(MMM— 


Easaagsa 

IS 

IK 

K 

ME 

■ErEXEI 

rrrrr ;y;;yr 

■K23R2I 

SSI 

IMLH5H 

B— 

f2Tis'..'/ 

eS 

gavfeii 

MK1A2 

MiM 


IMMM 

!EEEH3Sa 

IMia^l 

fcLL!-lircKJMM 

ivlx^HM 

ikiiLi 

K 

^■Uf 

KSItf-!! 

■raBEs 

IMEUXET 

IK3SC 

■^sft 

f?fT? 

M'^ 


—nVn' 

iMMai'IT^ 


EEEP5S»I 

IMl 

■SEE 

■MBL'I 

■E3KZ 


■3KI 

J*2E£ 




MMiDS? 


immeskbj 

B:i l :,4.i-i-..;.Jiil 

GSSFJJSiJBi 

«i 

■■■la. 

mmm. 

■armi 

— ,11 TT 

mmmi 

■EMC 

m&Kuz 

EE 




IMMSna 

e^uii^e—bk 

EES/HSia 

Mr. 

■MB i 

■MET. 

■5D2SS- 

— Ill i 

m&r? 

■1EI 

■r*ta? 

am 

■■■■rera 

Illl lll^M'll 


IMMijOS 

LC±i.-Ji^B^MWw^t, 

fiSSTSSM 

ME 


MBKHC 

»!5ET 

Mia:-: 

—SSI 

■ 3KT 

■ans: 

■nr 

■MiZC 

■Maa^KvTTiT 


^ ■■■ i:.\ Hi 

il.ilJHMM 

HuTSHSBi 

■>. 

MBA. 


■2E 

■M2XE 

■ itKK 

■an* 

MlfK? 



■■■HBp - „91 : 

M? r ' : 

IIMKICX1C3 

ti-i Hi ji^. frj. ,1 

nsjia'iiasaszi’ 

Litl^. ---t- , . t ilr i*i 

VmJXIEXM 

ME 

wmi’.v. 

Mil!. 

■EEfir-r 

MBFFJT^lL 

Mi-iLI'L 

1M1P. 

■as r>: 

■2>: 

mt^f: 

'll nilM ISII 

MKHKCI 

tl^MIC3G3] 

ME 

■Ku2 

■MOT' 

MTF**T 


■■rTcSC 

■SES 

■fSFE? 

■£EC 

—1K& 



MiH.m 


crjkx^jaa 

■F 

MM02 

■K£ 

MJ0EE 

—i 1 r* r " 

1 ’..fcV'i 


■25CC 

■77T 


MMtSK-ET 

ME2352 

IMM2UEC3 

Li-i^lT. , .;:-i[':i 4i i7ai 

rr'Ti" — 

ME 

BMCKJ 

■M££t 

MSES 

■MSjX'jS 

■sk 

KSE3 


KI 

Mi*rr 



iHirr’-j 



MP 

MMIvil 

MKii. 

MiiEfi 


wmmx. 

■JKrL 

mSEE 

■rg 


■M^ 


iMMiim^ 


Gcxyaryi 

ME 

BMEl'i? 

MI:: 

MiiEv 

■■bctifT't 

■w 

M'.-Xil 

■rJTFT 1 

■nr 

MtCES 



IMBLi^tsa 

lHAAili; i. tiif/.-ii 

liAt’f-l-'.L'l ): JL'j 

ME 

■UnuidcJ 

MBT 

■tiassx 

■MFS1EF 

BK31E2L 

KrrEr 


■nr 

MrTill' 

■MNOT^E 

—EEC'S 

MMi 


illMi 

ME 

Hifci'i’t-' 

MMH4 

MJEKSS3 

MM&S2E 

MiLEL 


Mii^ 


MMi?. 


Ml:v>l 

MMH^CSJ 

iISKEiMSDSSii 

LZJMittfttt 

■ft 

■as:-. 

MM7r 

MiTKu 


■KEEZi 

^■il 

■191? 

^■> 


wmmmMm 


\mmKnm 


|S~' 

Ma 
MB 

—EK 

■Oil 

—IR& 

■GEES 

MHgj] 

■MiE^Ej 

■P 

Mff&lE 

MS 

■KS' 

aKEE 

mm 

■c 

■BK 

MljMBivj 

M— 5E1 
i—'Jil. 1 

m —i*H3 

—gg 

Sgf?? 

S|||p 

mi 

EE 


SB 

5fj| 


—1 

s 


E 



Smmm 



hi 

5 

55 

s 

ESS 

IB 

B 

■ 

M— 


p 


■Si— 



s 

s 

ES 


■■aMM 

Z5S 

S 

s 


si 

sss 



■SaS^ 

5SS 

s 



55g 


5B5I 

"5* 

“55 

S 




■a—g 



s 



s 

s 

— 



ss 

s 

ss 


^5ST!1 


MW 


msmm 

5 

s 


ss 

SJJ 

ss 

MMM 

m* 

— 

— 


5 

^sajgi 

MMM 

■M 

538 

■MMM 

■a^M 

5— 

ggg 

M 


5 




MMM 

s 

■ 

S' 

S 

—M—l 

■—I 

MMM 

—MW 

—i 

s 

S: 


.^^Si 


gggggjzS 

£23^*322123131 


v5 j 

Mi 

Mi: 

BBI 


MMI 

■MMI 

2 

55 

555 

■MM■ 

■MMI 

M—l 

MMI 

g«55 


S! 

SE 

MMi 

^Ml 

s 

^yapg—| 

SUSS' 

Ml 

5J 

55! 

5 

1 —■—i 

—MM— i 

—M—l 

■MMMI 

M9S 


SI 

S 

|pg—j 

s 

—— Si 

■■■■■■■■it 

S£Sl 


S 

SS! 

s 

■MM^MI 

MMMI 

—MMI 

—Ml 


PITS? 7 i..■ ';':iMHI 

wm\ 

s 

SI 


HMMI 

M—l 

MM 

—MKI 

MB! 

55 

■Ml 

Ml 

5 

i—MMI 
MMMI 

■MMMI 

MMI 

ggggj 

BJS33mi&4KKHl 

3MMMM1 

Ml 

■MM 

■Ml 

IHMM 

jig .—1 

— mmm\ 

■H 

^$3MI 


Mi 

■■■M—l 

—M—l 

^^■TIvT 1 ! 

[^otmmbmmi 

MMHil 

■■i 

MMM 

■MMI 



— MH 1 

MMI 

■■M 

—if 

■MMII 

■MMMMl 

■Mi— i 

— i'Evi 

[li till. r ii,. u.i -.'. U—1 

■■■■Ml 

■■i 

■■■R 


■M^M 

■Mi 

—HI 


^■■H 


^ggmi j 



— r^T''M 

HXE'SMMMBI 

MHMI 



MMI 




■MKI 

■MM 

Ml 

■MMI 

NMMMMM— 1 

^■KSSSSSJ 


tjD 


WVUFOIA #15236-1492 
















































to 

IP 


WVUFOIA #15236-1493 











li r ii ' — 

HHHB 

MM 

B^B 

MMM 

MMM 

mmmm 

HHHH 

BBB 


■BB 

BH 

MMM 

BHBj 

■HH 










i 













. _ 


i 





_j 

xuzTF&n rrcBBp 

ESSMI 

VSSSii 

ratfmi 

r^unrm 

mmm 

w*xrr 

mm? 

ijiHH 

rr"— 

E23HI 


mtmm 

ir-w^w 


{Steven Blair 

pi 

12 

ME5? 

HE 

HWOtM' 


tessais 



MKHiiL 

M® 

■«!*« 

MM33U 

B-J 1 

IESSKEPMBB 

{•S32HHH 

MKE 

Ml'i? 

HU 

KHKE 

131:73* 

i ax?/ 

■MIL 

•HE? 

■iW 

■MM.'. 

— I T' 

■H'lmr 

$15,255 


IBSKIElSni 

MM 

MEZ! 

HUi. 

■CS3K 

BIHESE 

rmn 

■MIS 

wmsz 

Mr' r'- 

HMIa 

Mil'W. 


HKi.’iirr3 

E33IH3aMM 

iiawrwai 

MMI 

Mtff 

HS 

l4h* : 1S 

H13S&5: 

■Mix 

■M 

mmw 

HZIl? 

■KM 

■m m 

Mffi 

■MT0E21 

James Wartfln 

ifiwmma 

Hr 

MH3 

HKE2 

Hmni 

rsmra 

■MZE 

■ >X<i 

mims. 

■u 

■KM 

Hir. 

■HiXHD 

—KML51 

MttfSui 

BE3PHSM 

■B 

■HE 

mmm 

■SK2 

■am 

mum 

■IES 

wwy, A 

■■itr 

Mill 

■M'T" 

■M i' 1 


£(ti^-vH|HE9Eii 

ITiTOWM 

■Ml' 

ME5I 

mmm 

■H*J5 

miimz 

asm 

■MT:I-: 

■atis 

■H 

■KS 

HSU 

HppyT.ZTi 


M-dJHsssrsiiETsrS 

lasriKii’.F.TjPTi’ 


Mi® 

MU1S 

■SEES 

■am 

IM 

KDS® 

■>*t IW 

mmm 

H5ZU 

■■.rr 

M*»tea 

■Ml t H 

MilSlVHSISfilTOTiW 

IVflSAffiTTO 

BBF 

■MM? 

■MEG 

■RHUSE 

■n*zr 

■S3 

mrmF 

■*sa? 

mum 

HMIE 

HEW 

HB^rrr^ 

MM 1 P 1 


l ab Tech 

12 


M2!i! 

■SEC 

mmzi 

ISMrZI 

mzmz 

■Mii? 

■RXI 

MM3 

Mirr- 

■H'rr7i' r i 

$86,846 


Eli, — 


M* 

■■li 

M| illll 

■iiEi 

iSBor 

■331 

■5XFI? 

■EE 

H?SE 

■m>*-s-, 

■h.lil.1: 

mmmm 

tj-.'tinrr’rTirw 

l» 1 ll 1 1 MM 

■b: 

» 

MHtiTi 

■ H-Jto> 

■•HUM 

ItSE 

mwm 

ifwik? 

HE 


— iF 

■M'TTin 

,hhmI 

tnCTFF^rrMi 

KWHIEH!M 

■K 

M3? 

MB 

■23(35 

WtSfM 

tamt 

■iAiii 

■MFP 

—hit 

HDR? 

HH@ 

HS 

bp.^aIiJ 

n,!;i»aEi;',niw 

l.nPIlWBi 

■E 

■Ml'!? 

MB 

■ESITC* 

■sgpiP 

rz-Tm 

MVlili 

■"Vfllf:,; 1 

HE 

■H 

MFT 

MiMl 

BHLsiLWJl 

kramBSTiKaffliijr: 



MTi 

■MX* 

■ESSE! 

■sxst 

tsasn 

■ME 

wmsz 

MZE 

■as 

mmmz 

■Mumi 

PHSK3I 

I(l:'i5 Jl^TiTO.fTrtTT-T.l 

GA 

12 

mesh 

IHPJ2 

■JE3ES 

■JESS 

■ n*Ki 


WKXKW 

■■■■ 

*0 

MKi 

HHHT^F) 

$10,309 

TBN, Graduate Resea 

GA 

12 


MW5 

■ItES 


IJ0ES 

^■Wil 

■ w« 

bbh 

$0 

ppBHl^iI 

MHiHB 


li r#7ft* r *7tT^TO:H? : r 

GA 

HK 

ME0 

MB 

■11X51! 

RiPXiftr 


Mrtrrr 

■KW 

HBB 

HBT 

H^BTtiti 

_SIM 

hhhixih 

TBN, Graduate Resea 

GA 

pparr 

■Tv 

K 

■IHS5 

■JHPPI? 

■REK? 

HOLE 

Hff'1 V 

bhh 

*0 

$100 

■■ra 

HHHSK^ 


ppppppp 

■BBH 

■B 

IBBH 

■ppp 

bbb 

bbh 


■H 

IBBI 

PPP 

HHHH 

HH 

HHHHH 

iMbiii 


mmm 

mm 


■n 


HHNIkM 


mmmm 

HBHHH 

HH 

MHl 

MH 

-IHHIHM 

{TOTAL PERSONNEL COSTS: 

_ 


! Z 

. 


_ 


r~ 


i 


! ' 

HH l" T n 


pppi 

bhh 

^BHH 

bh 

ppppp 

BBH 

B^B 

bbh 

HHHH 

pppppp 

PHMM 

hhhhh 

HHHHH 




bhh 


BMHIH 

BBB 

BBH 

ppp 

BNHH 

bhh 

■BBH 

ppHpH 

PPB 

hhhhh 

Icons utlants (8 ® $5000) 

_ 


bbi 

BBB 

BBB 

BHH 

■B 

BB 

BI^B 

BH 

PPPMMBM 

HNHHPH 

mmzsE® 

■mmmmmm 

bbbh 

■■1 

pppp 

hbm 

ppp 

MB 

bpb 

HHHH 

B«H 

PPP 

pHHpi 

I^B^BI 

^B 

■ 

■MM 

■MU 

hbhp 

bh 

bh 

bhh 

bbb 

bbh 

bbh 

bbb 

bhh 

bhb 

PHB 

HHHH 

1 hhhh 

i W f3H‘M J tllilVffik'I** *]-i t .;jBH 

BHH 

IBBI 

bhppp 

pMpIpp 

pBH 

MIBB 

bhh 

PPPB 

BBH 

■pBpH 

^■Pl 

HHHHH 

$40,000 

MMMM 

mmmm 

mpu 

PPHP 




BBH 

bbh 

BB 


ppppp 

ppDPpH 

H^B 

hhhhh 

l^'lf 


Bl 


hhhh 

PM 

P ■ 


bb 

bb 

B 

B IB 

BB 

HHHH 

hhhh 






■ - 

























{TOTAL EQUIPMENT COSTS; 













to 

BHHHHBH&Hl 

IBHHH 

hhh 

BB 

bhh 

bhh 

HHHH 

Bp 

HHHH 

BBB 

bb 

bbh 

HHHH 

HHHP 

BH 





HHHH 

BBB 

;%*uIPB 

IHHB 

bhh 

HHHH 

b^b 

b^b 

hhhhh 

bb 

bhhH 


SSMEH5EKMB 

_ 

hhhh 

MB 

pppi 


HBH 

ppppp 

• . 


pBP 

ppppPB 

2000 

MMMM 

PPBHHH 

BBp{ 

BB 

pp« 

bbb 

mm 

PH 

B 

BBB 

HBB 

hhhh 

bbb 

HHHHH 

MMMM 































[TOTAL SUPPLIES COSTS: 













wmtmn 


BM' 

BBM 

bb 

bbb 

HHHH 

bbh 

bb 

bb 

HHHH 

HHHH 

HHHHH 

HliHHH 

HHHHH 

f&jSbdM ^.i£i 


bh 


HHHH 


HHHH 

HHHH 

HHHH 

hhbh 

HHBH 

HHHHH 

bhb 

HHHH 

i ;m i; t l k '.Ctvi 

BH 

MBB 

bhh 

bbh 

HHHH 

HHHP 

HHHH 

bh 

HHHH 

HHHH 

HHHH 

hhhh 

bex^ 

ll.V-. l ilrrgH | f ,*y B JfflTOTf-ffBBffHi ' 

HM 

bh 

■B 

MH 

.^mb 


iBi 

B 

BBHH 


h^^^h 

hhhh 

BH^zTlzJ 

r -- 













HHHHI 

TOTAL TRAVEL EXPENSES: 













HHs^aa 

MMMMMBM 

hhbh 

■MB! 

bi^b 

HHHHI 

HHHH! 

H^BI 

hhhh 

pbhh 

Hi 

HHHH, 

MMM 

hhhhh 

HHHHH 

HHHHH 


HHHHH 1 


B|i 

bhh 

PHHB 1 

HHHH 


bb 

MMH 


MMM 

.. .. - 


HHHHH 

1 b iniUffUfiKi^y' vKffpBHHHH 1 

. 1 

- 

BB: 

HHHH! 

HHHH! 

BH 

^^B 

H 

isSHH 

H 

HHHHH 

bh 



MMK 

i^H 

■H 

HHHHI 

MHI 


HHHH. 


BH 


HHHHH 

BH1 

wmmm® 


1 Printing 


-4X 


WVUFOIA #15236-1494 



































































use mwer costs for 2012 

TOTAL COSTS FOR 2012 















Cj 3 

i 

6 ~- 


\pessotmEL 

I Steven Blair ■ 


BUDGET let - 3rd QUARTERS M13 


Gregoty Han d 


Meghan Baruth 


Jamea Hebert 


MeSSul 
Tom Burtey" 


Investigator 


Investigator 


Investigator 


Investigator 


TOTAL PERSONNEL COSTS: 


CONSULTANT COSTS: 


Consultants g €H £6000) 


TOTAL CONSULTANT COSTS? 


EflTOEffi,. 


iaasL 


TOTAL SUPPLIES COSTS: 


[*ww, 


To! 


Jl 


T8A VEL EXPENSES: 


Constant travel to meeting 


[total travel expenses?" 




TOTAL OTHER EXPENSES; 


TOTAL DIRECT COSTS FOR Qf-3 2013 


31 


use MDfRECT COSTS FOR Q1-3 2013 

TOTAL COSTS FOR Qf-3 2013 


PERCWTiMQNTHS 


1 QW 


jm 


100% 

15% 


10%1 


w%\ 


20 % 


JM 


IT® 


1.65 


SL4Q 


\BASESAU SALARY Ej SAL R£Q 


$250.4601 


$ 111.2 


1140.000 

$178,6111 


im? 


$72.QODi 


$273.7081 


$121,564 


$43.709 


$195,0641 


$118.4041 


$76.447] 


11575 ] 


$20.526 




TO> 782 ] 


MlM 


Wm 


$11301 


3 


.555 


S7.2741 


43701 


7.6191 


22.19% 
~2&19% 


22.19%j 


22.19%! 


2218 %] 




23.19%! 


63001 


74141 


74141 


Ig 77 

1*77 


$4:770] 


. SjM 


TOTAL FRi\fftlHGEE$ 


$5,032 


.MS 


S2,819j 


$5.4901 


$2,732! 

313,161 


$2.761 


$3.995] 


$2.8521 


TOTAL cosrl 


$26,027 


$11,849 

$45,843 


3,1781 
$11.641 


~$Ts 7463 | 


314.5631 


$163,7641 


"fao.PDOl 


$ 4 o,ooo j 




30 


“TjMjOCfl 


iM£5 ( 


3 


$201.764 


$28,247 

$230,011 


WVUFOIA #15236-1496 












































































































Budget Justification 
Energy Balance Study 


Introduction 

It is indisputable that the world is experiencing an epidemic of obesity. Although the 
prevalence of obesity has been increasing for approximately 30 years, we have little 
evidence of the specific cause. A proper energy balance study with appropriate measures 
of both energy intake and energy expenditure has never been done before. We are 
proposing to conduct a large-scale, comprehensive energy balance study. This study will 
measure energy balance more accurately than it has ever been measured in a large sample 
over one year, using a number of sophisticated measures of energy intake and energy 
expenditure. 

The total budget for this project is $2.5 million over a three-year period. This budget 
allows for die detailed and extensive measurements described in the project outline and 
allows for a sample size of400 participants. We are confident that a sample size of 400 
will be adequate to detect changes in weight and fat mass in the current study. Assuming 
a weight gain of 2 pounds over the 1 -year study period, power calculations indicate that 
300 participants will be needed in order to detect a small change in weight (ES=0.2), so 
400 participants will provide greater power and allow for drop-outs. Preliminary data 
from 52 individuals are available from the INSIGHT study (Dr. Katzmarzyk), which 
targeted adults ages 20-35 years with a BMI range of 19-27 at baseline. The 
investigators found a mean weight gain of 1.85 pounds (range -15.4 to +21.1 pounds) 
over a 1-year study period. Our population will have higher baseline BMI and will likely 
gain more weight than participants in die INSIGHT study, so we are confident that we 
will have adequate power to test our primary hypotheses. By obtaining doubly-labeled 
water (DLW) measurements on 100 participants at the beginning and end of their one- 
year study period, we will obtain data that will be useful in addressing additional 
important questions, such as validation of energy balance determined by 24-hour recalls 
and armband data. 

Personnel 

The extensive set of measures and multiple follow-up measurement periods throughout 
the study will require significant time and effort by study personnel. A large study staff 
will be needed during 2011 and 2012, when most of the data will be collected, to conduct 
laboratory measures and collect energy intake (24-hour recalls) and energy expenditure 
(armbands, DLW, basal metabolic rate) data, and considerable effort will be required to 
maintain contact and insure good adherence to the study protocol. 

The investigators will provide expertise in key aspects of this study. Dr. Steven Blair has 
expertise in conducting large-scale prospective studies and randomized trials, and 
extensive background in physical activity/fitness research in areas related to overweight 
and obesity. Dr. Blair has used the armband to measure energy expenditure in previous 
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studies. Dr. Greg Hand has expertise in all laboratory measures being conducted in this 
study, which include body fat measurement (DXA), physiological assessments (i.e. blood 
draws for lipid and glucose analysis), waist circumference, basal metabolic rate, and 
DLW. Dr. James Hebert has expertise in dietary intake assessment and has used the 24- 
hour recall in a number of his studies. Dr. Meghan Baruth has expertise in program/study 
evaluation. She will be responsible for protocol development and will oversee the daily 
tasks of program initiation and implementation. Dr. Tom Hurley will oversee conducting 
the 24-hour recalls at the USC Cancer Prevention and Control Center. He has supervised 
work in this area for over 125,000 dietary recalls in various studies funded by the 
National Cancer Institute. He also has expertise in analyzing the dietary data. Dr, James 
Hardin has statistical expertise in longitudinal data analysis. Dr. Mei Sui has expertise in 
data management and coordination, in addition to data analysis. Each investigator will 
provide guidance in his/her area of expertise during program development and 
throughout the study period. This set of investigators is among the leaders in the field of 
energy balance and dietary and physical activity assessment. 

A number of individuals, including the Project Coordinator, Web Manager, 
Recruitment/Retention Specialist, Data Manager, Statistician, Lab Technicians, and 
Graduate Research Assistants will be hired to conduct the daily operations of the project 

The Project Coordinator will manage the day-to-day aspects of this study and will 
coordinate laboratory visits and energy intake and expenditure assessments. The Project 
Coordinator will also be available to participants to answer questions about the scales, 
armbands, and other measures (e.g. surveys). He/she will meet regularly with the 
investigators and will supervise the work of the other project staff members. 

The Web Manager will develop and maintain the study Web site, oversee and 
troubleshoot the Web-based data collection (electronic scales and armbands), work with 
the Data Manager to ensure the accuracy and integrity of the Web-based data collection, 
and assist participants who have questions about or difficulty with the scales or 
armbands. 

The Data Manager, working with Drs. Sui, Hardin, and Hurley, will be responsible for 
cleaning, storing, and ensuring the security of the data. Study data will be collected from 
several measures: survey data, dietary recall data (USC Nutrition Center), and laboratory 
measures (USC laboratory). The Data Manager will coordinate the data from all of these 
sources and develop datasets that are clean and properly formatted. 

The Statistician will work with Drs. Sui, Hardin, and Hurley and the Data Manager to 
conduct statistical analyses of the data, assist with design adjustments as needed, develop 
and implement new.and complex analyses as warranted by the data and emerging 
questions, and help to maintain data quality control. 

Recruiting a large number of participants and retaining those participants for the entire 
one-year study period will be crucial for the success of this project. The 
Recruitment/Retention Specialist will be responsible for recruiting participants into the 

Page 23 of 28 « 


WVUFOIA #15236-1498 






study and for executing the retention plan to ensure participants return for follow-up 
visits. 

The Laboratory Technicians will be responsible for collecting all laboratory measures 
(DXA, blood draws, DLW, fitness, basal metabolic rate, etc). The large sample size and 
multiple study visits will require multiple technicians to be available. 

The Graduate Research Assistants will assist the Project Coordinator, 
Recruitment/Retention Specialist, and Laboratory Technicians with a wide variety of 
research and administrative tasks. 

Consultants 

A group of world-renowned experts (Drs. Allison, Hill, Jakicic, Hamilton, Katzmarzyk, 
Church, and Blundell) in the area of energy balance will serve as consultants and advisors 
to this project. These scientists have provided guidance in the development of the study 
protocol and will continue to provide their expertise throughout the study. The 
consultants will meet with study personnel annually, in person or by teleconference, to 
provide guidance and expertise, problem solve, and help disseminate study findings. 
Additional discussions with the advisors will be conducted at least quarterly by 
teleconference and email. 

Equipment 

A laboratory freezer will be purchased in Year 1 to store blood samples for future 
analyses. 

Supplies 

Previous energy balance studies have relied on self-report measures to assess energy 
intake and energy expenditure, and many of these approaches are not accurate or precise 
enough to get a valid assessment of energy balance. A major purpose of this study is to 
obtain fee most accurate and precise measures of body fat, energy intake, and energy 
expenditure. Therefore, it is important that the best measures available are used in this 
study. 

Electronic scales feat can directly upload weight to an internet site will be given to ail 
participants to measure daily weight. 

All participants will wear Sense Wear Armbands, which automatically monitor energy 
expenditure and physical activity, for 10 days on a quarterly basis to measure energy 
expenditure. The armbands have been shown in a number of validation studies to 
provide an accurate assessment of energy expenditure. 

Computers will be used for data entry, data management, and participant retention 
activities. 
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Project-specific office and computer supplies will include shirts that staff will wear 
during recruitment and data collection activities, data storage supplies, and other project 
supplies. 

Doubly-labeled water (DLW) will be purchased for use in a sub-sample of 100 
participants to assess total energy expenditure. Total energy expenditure can be derived 
from DLW assessments and is considered the gold standard for assessing total energy 
expenditure in free living conditions. 

Laboratory supplies, including glassware and disposables, will be purchased in Year 1. 
Travel 

Funds for one in-person meeting of the consultants and several teleconference meetings 
are included. Recruitment efforts will also require some local travel (e.g. delivering 
flyers, presentations, attending events where a booth can be set up, etc). In addition, 
travel firnds for the PI and investigators to present the study results at scientific meetings 
are included. 

Other Costs 

Laboratory costs include the cost to draw, process and store blood, to conduct fitness 
assessments, and to test basal metabolic rate. The Clinical Exercise Research Laboratory 
at USC has a DXA machine, and there will be no equipment costs to obtain DXA data. 
Technicians to perform these tests are included in the budget. 

Printing costs will include recruitment materials (flyers, brochures), project letterhead 
and envelopes, and signage. 

Recruitment costs will include advertising on radio, in newspapers, and through Web- 
based and social media. 

Graduate assistant tuition is required by the University when graduate students are 
included in a research study. 

Incentives - As previously mentioned, retaining participants will be very important in 
this study. In order to encourage ongoing participation in the study, participants will 
receive a cash incentive after each laboratory and/or energy expenditure and intake 
assessment period.. Incentives will increase as the study progresses. Participants 
completing the study will receive a total of $500. 

Random 24-hour dietary recalls are the gold standard for assessing dietary intake, Three, 
random 24-hour dietary recalls will be conducted on all participants at baseline and on a 
quarterly basis (3 recalls x 5 measurement periods ~ 15 total recalls) by the Diet 
Assessment Research Unit of the University of South Carolina Cancer Prevention and 
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Control Center. Three assessments per quarter will provide an accurate assessment of 
each participant’s dietary habits. The Center will collect the data, process it, and analyze 
it. The Center has provided 24-hour dietary recall services for a number of large scale 
nutrition studies. 
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EXHIBIT C 

PAYMENT SCHEDULE 


Payment Schedule 

Sponsor will pay University based on completion of the following milestones: 

* 2010 Payment: 

Total payment of $403,628: 

Total 2010 amount of $403,628 paid upon execution of this agreement 

* 2011 Payments: 

Total payment of $935,068: 

!4 the total 2011 amount of $467,534 paid upon completion of the start-up (scheduled for 
early January 2011} 

Vi the total 2011 amount of $467,534 paid on delivery of status report by University to 
Sponsor at the end of July 2011 

* 2012 Payments: 

Total payment of $970,033: 

/4 the total 2012 amount of $485,016.50 paid upon completion of recruitment (scheduled 
for March 2012) 

Vz the total 2012 amount of $485,016,50 paid on delivery of status report by University to 
Sponsor at the end of the 3 rt Quarter of 2012 

* 2013 Payments: 

Total payment of $212,042: 

Yi the total 2013 amount of $106,021 on delivery of results and analyses 
14 total 2013 amount of $106,021 on delivery of one or more manuscripts suitable for 
publication. 
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EXHIBIT D 


Attached to this Exhibit D are the Eight Guiding Principles enumerated at page 4 
of “Funding Food Science and Nutrition Research: Financial Conflicts and 
Scientific Integrity”, 
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AJCN. First published ahead of print April 8,2009 as doi: 10.3945/ajcn.2009.27604. 


Special Article 


Funding food science and nutrition research: financial conflicts and 
scientific integrity 1-4 

Sylvia Rowe, Nick Alexander, Fergus M Clydesdale, Rhona S Applebaum, Stephanie Atkinson, Richard M Black, 

Johanna T Dwyer, Eric Hentges, Nancy A Higley, Michael Lefevre, Joanne R Lupton, Sanford A Miller, Doris L Tancredi, 
Connie M Weaver, Catherine E Woteki, and Elaine Wedralfor the International Life Sciences Institute North America 
Working Croup on Guiding Principles 


ABSTRACT 

There has been significant public debate about the susceptibility of re¬ 
search to biases of various kinds. The dialogue hasextended to the peer- 
reviewed literature, scientific conferences, the mass media, government 
advisory bodies, and beyond. Whereas biases can come from myriad 
sources, the overwhelming focus of the discussion to date has been on 
industry-funded science. Given the critical role that industry has played 
and will continue to play in. die research process, the International Life 
Sciences Institute (ILSI) North America Working Group on Guiding 
Principles has, in this article, proposed conflict-of-interest guidelines 
regarding industry funding to protect the integrity and credibility of 
the scientific record, particularly with respect to health, nutrition, 
■and food-safety science. Eight principles are enumerated, which specify 
the ground rules for industry-sponsored research. This article, which 
issues a challenge to the broader scientific community to address all 
bias issues, is only a first step: the document is intended to be dynamic, 
prompting ongoing discussion and refinement. In the conduct of public/ 
private research relationships, all relevant parties shall 1) conduct or 
sponsor research that is factual, transparent, and designed objectively, 
and, according to accepted principles of scientific inquiry, the research 
design will generate an appropriately phrased hypothesis and the re¬ 
search will answer the appropriate questions, rather than favor a par¬ 
ticular outcome; 2} require control of both study design and research 
itself to remain with scientific investigators; 3) not offer or accept 
remuneration geared to the outcome of a research project; 4) ensure, 
before the commencement of studies, that there is a written agreement 
that the investigative team has the freedom and obligation to attempt to 
publish the findings within some specified rime frame; 5) require, in 
publications and conference presentations, full signed disclosure of all 
financial interests; 6) not participate in undisclosed paid authorship 
arrangements in industry-sponsored publications or presentations; 7) 
guarantee accessibility to all data and control of statistical analysis by 
investigators and appropriate audiiors/reviewers; 8) require that aca¬ 
demic researchers, when they work hi comma research organizations 
(CRO) or act as contract researchers, make dear statements of their 
affiliation; and require that such researchers publish only under the 
auspices of the CRO. Am J Clin Nutr 2009;39:1-7. 

INTRODUCTION 

It has been said that “scientific ‘truth’ is theprimaty aim that all 
should pursue in the jungle of academic-industry interactions” (1). 
The point of scientific endeavor, in the first place, is and should 
be, the pursuit of truth—nothing more, nothing less—irrespective 


of financial or other interactions. It goes without saying that 
seekers of truth must not impose preconceptions on the method 
or result of their search: they must not have ulterior motives. 
Throughout modem history, scientists have been guided by rules 
that ensure the integrity of the pursuit of truth, rules that continue 
to evolve as the research and communication landscapes change. 
The purpose of this article is to articulate, in the sophisticated, 
industrialized, modem world in which we find ourselves, princi¬ 
ples defining and protecting the integrity and maintaining the 
credibility of rite scientific record, particularly that part of if de¬ 
voted to health, nutrition, and food-safety science. 

The agricultural, food, and nutrition sciences have come to be 
a crucial part of evolving health research, which, in turn, plays an 
ever-growing role in improving the human condition. Although 
regarded as important determinants of human health, agricultural 
practices, food processing and safety, and nutritional status do not 
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rcceive the same attention and funding from the federal research 
agencies as biomedical research does. Federal funds allotted to 
agricultural, food, and nutrition research amount to “SI. 8 billion 
annually (out of a total US Department of Agriculture research 
budget of $2.3 billion), with most of this focusing on agricultural 
production; in contrast, $28.6 billion is appropriated to the 
National Institutes of Health (2). Industry-funded research 
projects, large and small, account for a large proportion of all 
food science and nutrition research (3-5), both for obvious and 
nonobvious reasons. f United States’ law places the respon¬ 
sibility for product safety and for the truthfulness of label claims 
on the manufacturer. Clearly, it is in the food industry’s interest 
to conduct the research necessaiy to meet the legal requirements 
as well as to improve food-product healthfulness, safety, ac¬ 
cessibility, taste, cost, attractiveness, etc. Most of this research 
falls outside the mission of traditional federal funding agencies 
and would not be done without food industry support Pursuant 
to an extensive web of laws and regulatory requirements con¬ 
cerning food and food ingredients that have evolved over the 
past century, industry scientists and academic researchers who 
work with industry strive to enhance food quality, studying ev¬ 
erything from the safety of ingredients to the evidence in support 
of health claims that appear on food packaging. 

The rationale for food industry funding of research may be less 
obvious in areas such as microbiology (6), 1 toxicology (7-9), 5 
nutrient bioavailability (30, 11), and fortification (12)—all of 
which lead to enhancement of human health and to research on 
animal breeding and agricultural efficiency, which helps to feed 
more people. Some such research will be conducted by industry, 
in-house, whereas other projects will be contracted out to aca¬ 
demic institutions or government or contract research laboratories. 
Scientists, especially novice researchers, conducting investigations 
in any of these settings need principles on which to rely while 
conducting their research ethically and with integrity. Clearly, 
it is essential to preserve the integrity and credibility of food 
and nutrition science for the benefit of public health and un¬ 
derstanding. 

In recent years, a growing body of literature has evolved on the 
subject of conflicts of interest and their potential influence on the 
integrity of researchers and the scientific record. In these dis¬ 
cussions, conflicts are typically treated as disqualifying factors in 
scientific papers and research; that is, scientists with conflicts of 
interest are viewed in the literature as being at least partially 
integrity-compromised, and, even with complete and open dis¬ 
closure, are regarded, at least to some extent, as of suspect 
scientific credibility. It is hoped that this article will define and 
clarify the highly complex issues involved in questions of conflict 
and scientific bias, particularly with regard to the portion of 
research funding that originates from the food industry. 

In the interest of beginning this crucial dialogue in a sharply 
defined and dispassionate manner, the focus of this article will be 
limited to only one very specific issue and its relation to bias: 
financial conflicts of interest, specifically funding-based con¬ 
flicts. It must be pointed out that there is a potential for all 
funding, regardless of source (eg, public, private, government, or 
industry), to bias behavior, unconsciously or otherwise. The focus 
of the current article will be on the management of potential bias 
from industry funding of science. Our goal is to separate mon¬ 
etary considerations from the science—including research de¬ 
sign, execution, reporting, publishing, and other factors, 


HISTORICAL CONTEXT 

From its beginning, the food industry has concerned itself with 
researching food products and ingredients from the perspective of 
safe and efficient delivery of food to a rapidly expanding pop¬ 
ulation. Before World War II, the overwhelming bulk of food 
research was funded and carried out by food-industry scientists; 
there has been little public funding of food safety and nutrition 
research. It was the evolution of American society from the 
laissez faire environment (hat existed during the industrial rev¬ 
olution to the complex public/private sector mixed economy of 
the more recent past that transformed research funding and higher 
education in general. 

Although the food industry first entered the era of managing 
financial conflicts in the late 18th century, with the development 
of proprietary technologies to enhance food preservation and 
safety, the post-World War H period saw an exponential increase 
in the administrative challenges of research funding. For ex¬ 
ample, the number of patents awarded to universities or academic 
researchers increased by a factor of 10 in the past 2 decades of the 
last century (13). Similarly, federal funding of research increased 
from $405 million to S1.7 billion in a single decade <1960— 
1970) after die launch of the space race between the United 
States and the Soviet Union (14). 

In the decades after World War II, in addition to the significant 
increases in government funding of university research, the United 
States experienced, in genera!, rapid evolution of science and tech¬ 
nology, transformation and consolidation of agricultural produc¬ 
tion. and the steady growthof industry, especially those companies 
involved in public health, eg, medical/pharmaceulical, chemical, 
andfood industries. In late 1980, the US Congresspassed theBayh- 
Dole Act, with the specific intention of stimulating the transfer of 
technology from government-funded university research to the 
private sector (15). This legisiadon has not been without contro¬ 
versy—both over issues concerning the diversion of university 
faculty from basic research and conflict of interest concerns due to 
the resulting university-industry partnerships. 

The research community and individuals involved in health 
communications and public policy advocacy became increasingly 
concerned about the possibility that exogenous interests might 
influence published results of scientific research (16, 17). 11 By late 
2000, this concern had become heightened around medical/ 
pharmaceutical practice: a number of articles appeared in the 
major medical journals (18, 19) that explored the financial rela¬ 
tions of the pharmaceutical industry and physicians and their 
possible effect on physicians’ decisions about patient treatment, 
researchers’ decisions concerning study design, companies’ in¬ 
terference in publication, and public health policy in general. 
Medical and other scientific journals began establishing rules for 
disclosure of financial conflicts in an attempt to manage them. 

In succeeding years, concern broadened to include other in¬ 
dustries, more rccemiy the food industry, with authorities 
questioning how financial conflicts might impinge on the out¬ 
comes of health, nutrition, and food-safety research. It was 
generally acknowledged that the issue was complex and not 
susceptible to narrow or inflexible remedies, but that has not 
deterred some groups from concluding that indusny-funded 
science is inherently biased (20, 21). These groups demanded 
that ail industry-funded research, whether conducted at contract 
research facilities or at universities, be denied consideration in 


D-Z 


WVUFOIA #15236-1505 



FUNDING RESEARCH: FINANCIAL CONFLICTS AND INTEGRITY 


3 


the formulation of public policy and that scientists who have 
conducted industry-funded research be barred from serving on 
public policy advisory committees (22). It is this article's con¬ 
tention that such efforts are helpful neither to the public nor to 
the scientific community. Industry funding, although a major 
component of die scientific landscape, is only one piece of an 
extremely complex research environment. The twin issues of 
financial conflict and bias demand a more reasoned approach 
and skillful management. 

DEFINING THE ISSUE 

First, conflicts of interest are not inherently determinants of 
bias. Even a massive multiplicity of conflicts, in and of itself, 
carries with it no certainty of bias. Although many definitions 
exist for conflict of interest and bios, the simplest of definitions 
suffice. 

Conflict of interest 

“A conflict of interest is 'a conflict between the private 
interests and the official responsibilities of a person in a position 
of trust.’ A conflict of interest thus arises when a person has to 
play one set of interests against another” (23). 

I 

Bias 

Per the online Oxford English Dictionary, bias is an “in¬ 
clination or prejudice in favour.of a particular person, thing, or 
viewpoint” (24). “A cognitive bias is something that our minds 
commonly do to distort our own view of reality” (25). 

Or, more rigorously, bias is a deviation of either inferences or 
results from the truth, or any process leading to that kind of 
systematic deviation. This includes tendencies by which data are 
reviewed or analyzed or interpreted or published in a way that 
yields conclusions that deviate systematically from the truth (26, 
27 ).^ 

For example, for researchers, a conflict might describe a sit¬ 
uation in which a funder has offered financial incentives for 
research and hopes for a particular research result; it might also 
describe a situation in which the researcher, for philosophical, 
religious, or professional reasons, wishes to achieve a certain 
result. Neither situation necessarily results in a biased result, 
which would depend on a measurable deviation of research 
results from “the truth," although much of the literature re¬ 
grettably confounds bias and conflict. For that matter, much of the 
literature confuses conflict with a particular kind of conflict— 
financial. Unfortunately, even if all conflicts were banished 
forever, there would still be myriad sources of bias. 

For example, the following well-known forms of scientific and 
publication bias exist (28):* sample-selection bias, sample-size 
bias, data-collection bias, data-quality bias, statistical-analysis 
bias (29). confounding-variable bias, and publication bias (30). 
These are just a few of the more commonly encountered pitfalls 
leading to skewed research conclusions, but these scientific 
sources of bias may be easier to identify than other cognitive and 
emotional causes that have nothing to do with the formal re¬ 
search process. Consider the following possible sources of bias: 
one’s previous body of work; one’s desire for fame and respect 
among peers (or, alternatively, the desire to achieve iconoclastic 
stature): religious bias; ethical or values-based bias; philosoph¬ 


ical bras; political bias; one’s nationality or ethnicity; pressure to 
publish (3!);"* pressure to win prizes; fear of losing one’s job or 
position; highly personal matters, such as one’s physical or 
mental health issues or one’s family’s health; die pernicious 
effect of pack behavior or “group think” facilitated by social or 
professional networks, either in the physical world or in cy¬ 
berspace (blogs, websites, chat rooms, list serves, and other 
communication loots of the Internet); financial or funding bias 
resulting from all kinds of financial incentives, including gra¬ 
tuities, bribes, grants, free trips, gifts, and cash prizes; and the 
desire to please one’s source of funding, either unconsciously or 
deliberately. 

The multiplicity and variety of sources of bias in research and 
in public health communications generally arc extensive, com¬ 
plex, and yet of major importance to scientific research, the 
integrity of individual study, and the body of scientific literature 
as a whole. Strategies must be developed to address and manage 
all sources of bias, whether technical, statistical; cognitive, or 
emotional in origin. The® are critically necessary, not just for the 
scientific community, but also for the well-being of the public. 
The interpretation of health research and the promotion of public 
policies resting on that research are far too important to be based 
on formulas that would address conflicts at the price of excluding 
the input of a large proportion of food-safety and nutrition 
scientists. 

EXISTING CHECKS ON BIAS 
As far as scientific research and communications are con¬ 
cerned, several checks exist to ensure adherence to good practice 
and to avoid biased conclusions. Of course, replication and co¬ 
herence of scientific findings are the major mechanism by which 
bias in research is controlled. This section is intended to sum¬ 
marize postresearch control mechanisms. First and foremost is 
the system of scientific peer review that ts built not only into 
publication in scientific journals, but also into the promotion.and 
tenure decisions for individual faculty conducting research at 
colleges and universities. Governance and review processes of 
academe exercise oversight, particularly on industry-funded re¬ 
search projects. Charges of irregularities, errors, and outright 
scientific fraud are usually investigated by the academic insti¬ 
tutions where the research is conducted. However, in one recent- 
noteworthy case, a distinguished nutrition researcher resigned his 
university position 9 y after initial charges of fraud were filed in 
connection with his infant-formula study. In the university’s 
subsequent report, the authors recommended that the government 
monitor scientific misconduct through a new national agency 
“charged with all aspects of science, irrespective of funding 
sources, public or industry (emphasis added]” (32). 

Most importantly, peer pressure serves as a check on. bias, ie, 
the peer pressure of meetings, conferences, e-mail listservs, and 
discussion boards run by scientific colleagues and, especially, the 
process of peer review, particularly relied on by the thousands of 
scientific journals around the world and other organizations 
(33). T ’ For more than a century, peer review has served to pro¬ 
vide a rigorous framework by which research papers and articles 
can be evaluated before their general dissemination—although 
not foolproof, scientists regard the process as a reliable safe¬ 
guard against errors, biases, and scientific misconduct. However, 
in recent months, a robust debate has been generated about peer 
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review and whether it needs to be refined (34, 35). Donald 
Kennedy, the former Editor-in-Chief of Science for the Journal 
of the American Association for the Advancement of Science 
(AAAS), has offered an eloquent defense of the current peer 
review process as “a fair system of evaluating and publishing 
scientific wort:—one that offers high confidence in, though not 
an absolute guarantee of, the quality of the product" (36). 

If ali of these checks fail, a governmental oversight structure 
exists within the granting agencies. For example, the Office of 
Research Integrity in the Department of Health and Human 
Services sets policies for government research grants, establishes 
reporting standards, and investigates misconduct (37). National 
and local volunteer health organizations review health science as 
it unfolds. Finally, die following checks on bias exist: science 
writers and journalists, who attend scientific conferences, digest 
new studies, and communicate them to the public; science as¬ 
sociations, such as the National Science Foundation and the 
National Academies of Science, which regularly review new 
research and publish articles that are, in mm, read and com¬ 
mented on by member scientists; Congressional hearings reveal 
and publicize the real or perceived biases arising from too-close 
relations between industry and academia; and, ultimately, public 
disgrace occurs when research is revealed as deeply flawed. 

In any case, given the increasingly broad and complex nature 
of scientific research and communications, additional recom¬ 
mendations are appropriate for managing the extremely complex 
issues of financial conflicts and potential bias. 

PROPOSED GUIDELINES ON INDUSTRY FUNDING 
OF RESEARCH 

Although funding, whether through the private or public 
sector, does not automatically introduce bias into scientific re¬ 
search, it is nonetheless prudent to address both the possibility of 
bias and the perception of it through explicit guidelines. On the 
basis of work commissioned by the ILSI North America Working 
Group on Guiding Principles, a series of proposals was developed 
to manage potential biases resulting from conflicts of interest 
between research investigators and companies wishing to fund 
their work. 

It is our view that disclosure is an essential, but no longer 
a sufficient, measure to safeguard research from undue influence 
exerted by funding organizations. Managing conflicts, case by 

case, is the requisite step,ie,proeeduresneed to be established, such 

as the following guidelines, to ensure research integrity. This 
should apply across the array of mechanisms through which re¬ 
search is fbnded currently: in intramural industry and government 
laboratories; in sponsored grants and contracts; and in cooperative 
agreements. Cooperative Research and Development Agreements 
(CRADAs), and “platforms” funded jointly by governments and 
industry, as is the case in the European Union and Australia. 
Whereas there may be a multitude of mechanisms by which re¬ 
search is funded, designed, conducted, and communicated, these 
guidelines Should be adhered to by all parties, in all respects, in the 
spirit of openness and honesty that are the aim of this article (see 
the footnote to guideline 2 below). 

It is also our view that industry participation in the effort to 
disclose and manage financial conflicts of interest is crucial. 
Future university-level science students will find their way into 
cither privatc-seclor research occupations or public-sector careers. 


Ail need a set of principles to guide their interaction with funding 
organizations, whether public or private, just as those organizations 
need principles to guide them in their interactions with academic 
scientists. Consequently, we propose the following guidelines to 
serve as a checklist to achieving unbiased research results from 
industry-funded activities—just as they might be useful guidance 
in public- or foundation-funded projects (38).** 

GUIDING PRINCIPLES 

In the conduct of public/private research relations, all relevant 
parties shall; 

/} Conduct or sponsor research that is factual, transparent, and 
designed objectively, and, according to accepted principles of 
scientific inquiry, the research design will generate an appro¬ 
priately phrased hypothesis and the research will answer the 
appropriate questions, rather than favor a particular outcome; 

2) Require control of both study design and research itself to re¬ 
main with scientific investigators;* 5 

3) Not offer or accept remuneration geared to the outcome of 
a research project; 

4) Ensure, before the commencement of studies, that there is 
a written agreement that the investigative team has the free¬ 
dom and obligation to attempt to publish the findings within 
some specified time frame, 

5) Require, in publications and conference presentations, full 
signed disclosure of all financial interests; 

6) Not participate in undisclosed paid authorship arrangements 
in industty-sponsored publications or presentations; 

7) Guarantee accessibility to all data and control of statistical 
analysis by investigators and appropriate auditorsire- 
viewers;^ 

8) Require that academic researchers, when they work in con¬ 
tract research organizations (CRO) or act as contract research¬ 
ers, make dear statements of their affiliation; and require that 
such researchers publish only under the auspices of the CRO. 


IMPORT AND IMPLICATIONS OF THE GUIDELINES 

Obviously, guidelines are just... guidelines. They are not law, 
but if the research community embraces them, or even embraces 
their spirit, we believe there will be a profoundly beneficial effect 
on the quality and integrity of research that will encourage re¬ 
sponsible oversight and stewardship of scientific research by all 
funding organizations. Following the guidelines will undoubtedly 
lead to closer and more open communication between funding 
bodies and researchers, resulting in a new spirit of collaboration. 
Still, it must be stressed that each organization wishing to adopt 
these guidelines needs to develop its own quality-control mech¬ 
anism to ensure good compliance. 

A strong peer-review system coupled with open declarations of 
research sponsorship in all scientific communications is a man¬ 
datory prerequisite for these guidelines to beeffective. The second 
prerequisite is that university and industry policies bepromulgated 
to address the issues raised in these guidelines regarding control of 
the design and conduct of the research and its publication. It is the 
responsibility of both the funding entity and the researchers being 
funded toadhere to the guidelines; existing oversight structures are 
also encouraged to endorse and adhere to them. Furthermore, it 
should be understood that failure to embrace the guidelines will 
raise serious questions about any research project so conducted. 

It has been suggested that, in the past, industry-funded research 
may have hada bias toward results favored by the food industry (2 i, 
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43). The authors of one publicized study (4) who reached this 
conclusion proposed several explanations: J) food industry 
Companies may wish to demonstrate the superiority of their 
products to those of (heir competitors, 2) investigators are influ¬ 
enced by their funding when formulating their research design 
and/or hypotheses, 3) industry sponsors of research may suppress 
unfavorable results, 4) authors of scientific reviews may de¬ 
liberately bias their searches and interpretations to the benefit of 
their industry funders, and 5) scientific reviews may dispropor¬ 
tionately represent studies “arising from industry-supported sci¬ 
entific symposia ” Such criticism ovea-iooks the fact that most 
university research is basic in nature and that companies fre¬ 
quently enter into research agreements with university faculty at 
a point at which preliminary experiments (whether conducted in 
the faculty member’s laboratory or in the company’s laboratory) 
have established the proof of concept and, therefore, the likeli¬ 
hood that the research will have positive results is enhanced. 

Notwithstanding the obvious observation that scientific 
reviews conducted by nonindustry-supported authors are also 
subject to many potential biases, the 8 principles articulated in 
this article address all of these possible sources of skewed re¬ 
search. Indeed, if these principles are vigorously adopted as the 
guidelines they are intended to be, there would be virtually no 
reason to quarrel with a research conclusion except to dispute five 
science itself. 

In fact, the 8 principles articulated herein are intended to 
provide aclear statement of responsibility on all sides—those that 
arc funding activities as well as those being funded—when ac¬ 
ademic institutions or academicians are recipients of industry 
funding for research, publication, or presentation. The principles 
are intended to offer guidance for the food industry and academic 
researchers who work with industry, when industry-funded re¬ 
search projects are involved. They may be thought of as a check¬ 
list to help ensure insulation of any research project from the 
provision of the resources enabling the project. 

Finally, the guidelines are offered as only a first step in creating 
a firewall against bias in research: this article is intended to be 
a dynamic document, prompting ongoing discussion and re¬ 
finement of the guidelines it presents. 

A CHALLENGE TO THE BROADER COMMUNITY 
The objectives outlined above may be worthy, though not easy 
to achieve. However, these principles can also serve as an invitation 
to the broader scientific, science communications, and public 
policy communities to embrace similar pledges to immunize their 
work against the myriad potential sources of bias—nonfinaneja! as 
well as financial conflicts. The present article was necessarily 
confined to one relatively small aspect of an extremely complex 
issue. However, future discussions could be much wider ranging 
and much more comprehensive if they embrace all sources of bias 
and expand the focus from the very narrow issue of potential bias 
due to financial conflicts of interest. 

Consider the extensive list of biases touched on at the end of 
the section on definitions above; how constructive might it be for 
the broader scientific, communications, and public policy com¬ 
munities to adopt guidelines to ensure that their work is free from 
bias? For example, such guidelines might include pledges of 
transparency {eg, voiuntaiy disclosure of all previous research, 
published articles, and policy positions that might influence 


present research, published articles, and policy positions), dis¬ 
closure of sources of funding (both of the project at hand and 
overall funding), and disclosure of other potential biases (eg, 
philosophical, religious, ethical, or political orientation: intention 
to publish or otherwise gamer public or political authority or 
power through publicity; and previously announced public 
positions that might be relevant to the work at hand). 

Other researchers or groups that are not supported by the food 
industry (eg, nongovernmental organizations, foundations, and 
advocacy and consumer groups) might include in their public 
communications appropriate promises that their work, to the 
extent possible, is open and objective (not skewed to a particular 
conclusion or philosophical view) and is controlled by the re¬ 
searcher or cited authority (rather than by a hidden funder or 
interested party). The checklist provided in the section above on 
the guidelines’ import and implications might prove helpful in 
designing similar guidelines for other groups. 

EXCLUDED ISSUES 

. It is important to state explicitly what this paper has excluded 
from consideration. Notwithstanding that all scientific research, 
whether funded by industry or not, should be subject to the same 
ethical roles, discussion of all of the following potential in¬ 
stitutional sources of bias that can affect the integrity of the 
published scientific record was specifically excluded from this 
article: foundation-funded research, government-funded re¬ 
search, and work by academicians on advisory panels to industry, 
grant panels, government advisory panels, nongovernmental 
organization panels, and voluntarism on behalf of professional 
societies. 

This is a short list of organizational work and funding sit¬ 
uations that routinely pose profound challenges to the in¬ 
dependence and integrity of scientific research—the list could 
certainly be lengthened. All of these potential sources of bias are 
outside and beyond the scope of this article, but it is suggested 
that future articles explore the ramifications of inappropriate 
influence of such organizational bias on research or public policy. 
It is strongly urged that future investigations into this area be 
sufficiently broad to include the many nonscientific and other 
institutions that routinely piay a communications role in science- 
based public policy. 

CONCLUSION 

We could lament that this entire effort to manage conflicts of 
interest and to banish bias in science, is, alas, insufficient. It 
would be easy to compiain that the financial and other pressures 
on research are too great to channel them neatly. Furthermore, 
some will argue that a mere set of guidelines cannot immunize 
science from error, misinterpretation, or del iberate miscalculation. 
We deliberately left aside, fof the time, the matter of enforcement 
mechanisms for these or any guidelines, believing instead that 
achieving a consensus on best practices in managing conflicts 
must certainly come before establishing sanctions for failing to 
adhere to best practices. As professional scientific societies, in¬ 
dustry groups, and other organizations that engage regularly with 
researchers adopt a common set of rules by which to manage these 
difficult issues, enforcement of guidelines will automatically 
become increasingly less problematic. 
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In the end, management of conflicts of interest, and, for that 
matter, management of scientific biases altogether, is a matter of 
consensus building, not enforcement. Should we indulge in more 
of the self-recriminations that have gone on for far too long or 
should we construct a workable start to a solution? The choice is 
obvious: it is time to act. The interpretation of health research 
and the promotion of public policies resting on that research are 
far too important for us not to address and manage the myriad 
potential biases that can intrade. Let this effort be a start. 

This ankle is the product of a working group on conflict of interest/sci- 
entific integrity organized by the North American branch of the International 
Life Sciences institute (ILSf North America), ILSI North America is a public, 
nonprofit, scientific foundation with branches around the world that provides 
a forum to advance the understanding of scientific issues related to flic nu¬ 
tritional quality and safety of the food supply. ILSJ North America carries 
out its mission by sponsoring relevant research programs, professional edu¬ 
cation progrerasand workshops, seminars, and publications as well as by pro¬ 
viding a neutral forum for government, academic, and industry scientists to 
discuss and resolve scientific issues of common concern for the well-being of 
the general public. The programs of ILSI North America are supported pri¬ 
marily by the ILSI North America industry membership. For more informa¬ 
tion about the working group or ILSI North America, contact Heather Steele 
at 202-659-0074 or by E-mail at hsteclc@ilsi.org. This article underwent, 
independent scientific review by more than 25 reviewers. Authors Sylvia 
Rowe and Nick Alexander served as consultants to this project and received 
funds from ILSI NA for their work on this article. 


! See Fttglic ct a! (3). Also sec Lesseret al {4) which asserts that roughly 29® of 
beverage research was fuliy or partially funded by industry. A study by Thomas 
et al (5) concluded that roughly 60-65% of losg-temr (>1 y) weight-loss trials 
were funded by industry. 

* For indusny-funded research that enhanced the microbiological safety of 
food, see Tanaka et al (6). This research, which concents the safety of cheese 
products, was the precursor toihe field of microbiological prediciivcmodeling, 
which is now widely used by food processors and regulatory agencies topredict 
the safety of formulated foods. 

I Fbrbeoeficial food-mdusuy toxicological research (ie, research prontoti ng 
better public health), which was incidentally shared with theUSFood andDnig 
Administration (FDA) prior to journal publication, see Velasco (7) and Pittet 
(8). For FDA ailatoxin information, see the Foodbornc Pathogenic Micro¬ 
organisms and Natural Toxins Handbook (9). 

II Case in point: the FDA's refusal in the early 1960s to approve the drug 
thalidomide, which was marketed in Europe as a tranquilizer for use in 
pregnant women, despite the German manufacturer’s “scientific'' assurances 
of its safety. See Burkhols: (16) and Silverman (17} for a case history, 

’ For a discussion of bias and the distinction between bias and cottfiia of 
interest- see publications by the National Academy of Sciences (26) and the 
Federation of American Societies for Experimental Biology (FASEB) (27). 

“The sample may not bo representative of the population—may be too 
small. The data may be inaccurate because of self-reporting or inaccurate 
recording, the sample groups may be inappropriately grouped for analysis, 
the confounding variables may be misjudged or unidentified, or the journals 
may' refuse to publish null or negative results or research on issues judged 
unpopular—all of these issues may result in biased conclusions, witltout the 
researchers even being aware. For a more complete discussion, see Bulgur 
et al (28). 

*’ Pressure to publish can also lead to journal-promoted biases, as cited in 
a recent article by Butler (31). 

M For an organizational example of applied peer review, visit the website 
of the National Institutes of Health (NITD Office of Extramural Research 
(33), where the process is used to sift through the many funding applications 
received by the N1H, 

F Note the issues raised in the public health research community over 
a perceived disproportionate influence of one foundation's funding, docu¬ 
mented in recent media coverage (38). 


58 This guideline, separating the .science from the funding of it, will be 
fulfilled in a variety of ways, depending on the specific funding mechanism 
used in a given research project For descriptions of the significant variety of 
research arrangements currently used, see guidance offered by the N5H (39): 
an excellent analysis of conflict of interest management with respect to the 
varied research funding mechanisms is also offered by FASEB (40-42). 

"ft For the purposes of this guideline, the investigative team may include 
employees of the sponsoring entity; researchers should agree or commit to 
publish findings on the key questions/hypothescs they investigate in their 
studies. 

This guideline is intended to apply to investigators not associated with 
the funding entity and appropriate scientific auditors: it is not intended to 
guarantee availability of research data to lite general public. 


REFERENCES 

1. Eistnan JA, Lorenzo JA. Challenges in science and academic-industry 
interactions. I Bone Miner Res 2007,22:1654-5. 

2. US Office of Management and Budget. Budget of the United States 
Government, fiscal year 2006. Available from littpdAvww.whitchousc. 
gov/omWbndget/fy2006/ (cited 18 August 2008). 

3. Fuglie K, Balienger N, Day K, el al. Agriculture! research and de¬ 
velopment: public and private mveaments under alternative markets and 
institutions. Washington, DC: US Department of Agriculture Economic 
Research Service. Available front hripWwWw.ers.usda.gov/pttblicarioiis/ 
aer735/ (cited 18 August 2008). 

4. Lesser LL Ebb&ling CB, GooznerM, Wypij D, Ludwig DS, Relationship 
between funding source and conclusion among nutrition-related scien¬ 
tific articles. PLoS Med 20D7;4;c5. 

5. Thomas O, Thabane L, Douketis J, Chu R, Westfall AO, AIJison DB. 
Industry funrfing and the reporting quality of large long-term weight loss 
trials. Int ) Obss (Lond) 2008;32:1531-6. 

6. Tanaka N, Traisman E, Plantings P, et at. Evaluation .of factors involved 
in sntibotulinal properties of pasteurized process cheese spreads. J Food 
Pro: 1986:49:526-31, 

7. Velasco I. Determination of afiatoxin in peanut and cottonseed soap- 
stocks. I Am Oil Chem Sue 1970:47:414(letier). 

8. Pittet A. Keeping the mycotoxins out: experience gathered by an in¬ 
ternational food company*. Nat Toxins 2006;3;28)-7. 

9- US Food and Drug Adminteration. Foodbome pathogenic microorganisms 
and natural toxins handbook. Published January 1992, Updated 28 December 
2007. Available from http://wwwcfsai.fda.gov/~inow/chap41 Juml (died 7 
March 2008). 

10. Davey MW, Win Montagu M, Irae D, et al. Plant L-ascorbic acid: 
chemistry, fhnetion, metabolism, bioavailability and effects of process- 
ing. J Sci Food Agric 2002;80:825-60. 

11. Heaney RP, Davies KM, Chen TC, Htdick MF. Barger-Lux ML Human 
scrum 25-bydrotycholecalciferol response to extended oral dosing with 
cholccaldfcrol. Am J Clin Nutr 2G!)3.-77:204-lO. 

12. Zhao Y, Martin BR, Weaver CM. Calcium bioavajlabilily of calcium 
carbonate fortified soyrnilk is equivalent to cow’s nrilk is young women. 

J Nutr 2005:135:2379-82. 

13. Bremer HW. Uttivetsily technology transfer: evolution and revolution, In; 
Council on Governmental Relations: 50th Anniversary—Journal of Papers. 
Washington, DC: Council on Governmental Relations; 1998:25. Available 
from: htlp://cogr.edotdocs/Aimiversaiy.pdf (died 28 March 2008). 

M. Norris JT, Youngers JA. Sponsored program offices in higher education: 
a continuing evolution responding to federal requirements. In: Council 
on Governmental Relations: 50th Anniversary—Journal of Papers. 
Washington, DC: Council on Governmental Relations: 1998:33, Avail¬ 
able from; hl!pr//oogr.edti/docs/AnnivcnHity.pdf (Cited 28 March 2008). 

15. National Institute of Diabetes and Digestive and Kidney Diseases. Pat¬ 
ents under the Bayh-Dolc Act of 1980. Available from Wtp^/www, 
niddk.oih.gov/patjeottpatcni.pdf (cited 1 April 2008). 

16. Burkholz H. Giving thalidomide a second chance. US Food and Drug 
Administration. 1997. Available from htlp^/www.fda.gov/fdac/features/ 
1997/697_tba!.htrn! (cited 7 March 2008). 

17. Silverman WA. Toe schizophrenic career of a “Monster Drag. Pediatrics 
2002; 119:404-6. 

18. Martin JB, Kasper DL. In whose best interest? Breaching the academic- 
industrial wall, N Engl J Med 2000;343:1646-9. 


D4 


WVUFOIA #15236-1509 





FUNDING RESEARCH: FINANCIAL CONFLICTS AND INTEGRITY 


7 


19- DcAngelis CD. Conflict of interest and the public trust. JAMA 2000; 
284:2237-8 (editorial). 

20. Weaver!. Negative health effects of soft drink consumption confirmed in 
study. Yale Bulletin &Ca(endar 2007J5. Available from httpV/www.yitlc. 
edu/opa/arc-ybc/v35.tt21/story 12.httni ((died 3 March 2008). 

21. Center for Science in the Public Interest. New aspartame safely review 
•perfect!y predictable.' Published 12. September 2007. Available from 
http://www.cspi nct-otg/ncw/200?09I22.html (cited 5 March 2008). 

22 Center for Science in the Public Interest. Letter to US. Food and Drug Ad¬ 
ministration from a consortium of consumer groups. 3 December 2007 
Available front raipf/www.csplnel.org/new/pcir/200712U3_firral_lcuer_to_ 
fda_TtAJTOpt«ed_coi_£U!dar>ce_in_wake._()f_cig_reporLdc)c (died S March 
2008). 

23. Coughlin SS, Soskolne CL, Goodman KW. Case stodies in public health 
ethics. Washington, DC:American Public Health Association, 1997. 

24. Oxford University Press. Oxford English dictionary. Available from 
http;//wwvr.askoxfcad.ttnii/cotwise_ocd/bi8s?view=uk (sited 22 April 
2008). 

23. Meredith W. Twenty-six reasons what you think is right is wrong. 
Kealthbolt.net. 14 February 2007. Available front lmp://www.hca]ibboii, 
net/2007/02/14/26-rtHi£ons-what-yoa-think-is-rjgfti-is-wrong/ (died 23 
December 2007). 

26. The National Academies. Policy on committee composition and balance 
and conflicts of interest for committees used in the development of re¬ 
ports 12 May 2003. Available from hup://www.Bationalacade«iies. 
org/coi/bi-ooLform-O-pdf (cited 16 August 2008). 

27. Federation of American Societies for Experimental Biology. Guiding 
principles. In: Recommendations, tools, and resources for the conduct 
and management of financial relationships between academia and in¬ 
dustry in biomedical research. Available from: http://ops.faseb.org/ 
pages/advocacy/coi/guiding_piirtciplesJuml (cited 16 August 2008). 

28. Bulgar RE, Heilman E, Reiser SI. Ethical dimensions of the biological 
and health sciences Cambridge, United KingdonuCaminidge University 
Press, 2002. 

29. Bailar JC Hi. Science statistics and deception. Ann Intern Med 1986: 
104:239-60. 

30. Allison DB, Faith MS, Gorman BS. Publication bias in obesity treatment 
trials? Int J Obes Rcdal Merab Disord 1996;20:931-7. 

31. Butler D. PLoS stays afloat with bulk publishing. Nature 2008:454:11. 


32, Pcncharz PB. An examination of research integrity issues pertaining to 
Memorial University. January 2007. Available from: http://www.mun. 
ea/raarcomm/puKlic_.alfairs/issues/pench3r2_n!pon_2007,pdf (cited 24 
March 2009). 

33, National Institutes of Health, Office Of Extramural Research. Peer re¬ 
view policies & practices. Available from: http://grams.nih.gov/grams/ 
peer/ (cited 5 March 2008). 

34, Nature Publishing Group. Nature’s peer review debate. Available from http!/ 
wwuuuurectsmffiaturc^mswew/debaicfindexjwnl (died 5 Man* 2008). 

35- Center for Science in the Public Interest. Integrity in Science Watch: 
groups decry broken peer review process at ERA. 17 September 2007. 
Available from bttp://wwwtespinetarg/imegrity/wateh/200709)72.html#l 
(eitod 5 March 2008). 

36. Kennedy D. Confidential review—or not? Science 2008:319:1009 
(editorial). 

37. US Department of Health and Human Services, Office of Research In¬ 
tegrity. Available from; hUp;//orixlhhs.gov/ (cited 5 March 2008). 

38. McNeil DG Jr. Gates Foundation’s influence criticized. New York Times 

16 February 2008. Available from http://www.nyti mes,cotn/200S/02/16/ 
scienec/16malsria.html?_r=!8o:q=gates5t20foundaiion&st=nyt&oref= 
xlogin&scp=3&pagew i imed=pririt (cited 7 March 2008). 

39. National Institutes of Health, Office of Extramural Research. Available 
from: http://grante.nih.gcw/grants/funffing/fanding_prograTO.htm (tired 

17 August 2008), 

40. Federation of American Societies for Experimental Biology. COI Tool¬ 
kit: recommendations, tools, and resources for the conduct and man¬ 
agement of financial relationships between academia and industry in 
biomedical research. Available from: http://bpaffiseb.org/pages/Advocacy/ 
coi/Toolkithtm Rated 17 August 2008 ). 

41. Federation of American Societies for Experimental Biology. Points for 
consideration in academic-industry relationship agreements. Available 
from: http7/opa.faseb.org/pages/Advocacy/coi/PoinisForConsiderarion_ 
Agreemcnts.pdf (cited 17 August 2008). 

42. Federation of American Societies for Experimental Biology. Conducting 
research. Available from: http://opa.faseb.org/pages/Advecacyfcov 
invesdgatore_conducung_researeft.html (cited 17 August 2008). 

43. Williamson E. Fanning critics fault industry's influence. Wall Street 
Journal 30 April 2008. Available from: http://online,wsj.com/anicle/ 
SB 120951584294254683.html (cited 17 August 2008), 




WVUFOIA #15236-1510 



Q4 2010 2011 2012 Q1-3 2013 Total 

Total Direct Costs $366,935 $850,062 $881,849 $192,765 $2,291,611 

use Indirect Costs $36,693 $85,006 $88,185 $19,277 $229,161 

Total Costs $403,628 $935,068 $970,033 $212,042 $2,520,772 
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TOTAL COSTS FOR YEAR 01 
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MODIFICATION AGREEMENT 


THIS MODIFICATION AGREEMENT is effective as of June 6, 2013, and is made between 
THE COCA-COLA COMPANY (hereinafter referred to as “Sponsor”), and THE SOUTH CAROLINA RESEARCH 
Foundation (“SCRF”), the university-affiliated research foundation for The University of 
South Carolina (“University”), Dr. Gregory Hand, Professor, Arnold school of public 
Health (“Study Director”), and Dr. Steven Blair, Professor, Arnold School of Public 
HEALTH (“STUDY CO-DIRECTOR”) (UNIVERSITY, STUDY DIRECTOR, STUDY CO-DIRECTOR AND SPONSOR are 
also referred to herein individual as a “Party” and collectively as "Parties"). 

The Parties are parties to a Research Agreement effective as of November 4, 2010 (the "Agreement") in 
connection with an Energy Balance Study. Unless otherwise defined herein, the defined terms used in this 
Modification Agreement shall have the same meanings as set forth in the Agreement 

The Parties desire to modify the Agreement as follows: 

1. Exhibit A (Protocol) is modified by adding the additional provisions attached hereto as Attachment 1 . 

2. Exhibit B (Budget) is modified by adding the additional information attached hereto as Attachment 2 . 


3. The Parties desire to modify Exhibit C (Payment Schedule) of the Agreement by deleting the payment 
schedule for 2013 in its entirety and inserting the following in lieu thereof: 


* 2013 Payments: 

Total payment of $598,568.50 

'/ 2 the total 2013 amount of $299,284.25 paid upon completion of year two start-up and 
retention of current participants for a second year of measurements (scheduled for late July 
2013). 

Vt the total 2013 amount of $299,284.25 paid upon delivery of status report by University to 
Sponsor at the end of November 2013. 

• 2014 Payments: 

Total payment of $598,568.50 

Vi the total 2014 amount of $299,284.25 paid upon completion of year two measurements 
(scheduled for July 31,2014). 


sManage £432698, RC £332325 


Classified - Confidential 
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'.4 the total 2014 amount of $299,284.25 paid upon delivery of final results and analyses, 
delivery of one or more manuscripts suitable for publication and presentations at national 
meetings (scheduled for November 2014). 

This Modification Agreement in no way modifies the remaining terms and conditions of the Agreement, which 
shall remain in full force and effect. 

Any and all attachments referred to in this Modification Agreement are hereby incorporated herein by reference 
and are made a part hereof as if they W'ere included in the text of this Modification Agreement. 

The Parties have executed this Modification Agreement (which may be executed in counterparts and via 
facsimile or electronically transmitted signature, all of which shall be originals and sufficient to legally bind the 
parties to this Modification Agreement) effective as of the date first written above. 


South Carolina Research Foundation 



The Coca-Cola Company 
By: . 4^^ .. 




Print N 

Title: 

Date: 




Vice President and 


PhD 


1 ^ 7 XJZ. Z#J 2 - 0 f -3 


Study Co-Director 



2 
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Attachment 1 


See attached 
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MILESTONES AND PAYMENT SCHEDULE FOR 
ENERGY BALANCE: CONTINUATION THROUGH YEAR 2 


Payment Schedule 

Sponsor will pay University based on completion of the following milestones: 

• 2013 Payments! 

Total payment of: $598,568.50 

Vt the total 2013 amount of $299,284,25 paid upon completion of year two start-up and 
retention of current participants for a second year of measurements (scheduled for late 
July 2013). 

V 2 the total 2013 amount of $299,284.25 paid upon delivery of status report by University 
to Sponsor at the end of November 2013. 

* 2014 Payments: 

Total payment of: $598,568.50 

!4 the total 2014 amount of $299,284.25 paid upon completion of year two measurements 
(scheduled for July 31, 2014). 

Vi the total 2014 amount of $299,284.25 paid upon delivery of final results and analyses, 
delivery of one or more manuscripts suitable for publication and presentations at national 
meetings (scheduled for November 2014). 
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Energy Balance: Continuation through Year 2 

Steven N. Blair and Gregory A. Hand, Co-Principal Investigators 
Department of Exercise Science, Arnold School of Public Health 
University of South Carolina 


PURPOSE: 

The continuation of EB will allow the study team to follow participants for a second 12- 
month period. This extension will result in 4 more quarterly measurement sessions and 
provide a more robust dataset that increases the likelihood of uncovering significant 
interactions among the energy balance components and their potential determinants. It 
will also dramatically increase the statistical power that could be the critical component 
to achieve the study’s secondary and tertiary aims. 

BACKGROUND: 

The Energy Balance Study (EB) has achieved the target recruitment of over 400 adults 
aged 21 to 35 years with a BMI ranging from 20 to 35. This population is at risk for a 
gradual increase in weight of about 1,5 pounds per year. EB's goal is to follow these 
individuals to begin to understand the relationships among the three primary 
components of the energy balance equation (intake, output, and storage), as well as to 
document determinants of the changes in these relationships. Perhaps EB's greatest 
strength is the breadth of the potential determinants that are tracked. These fall into the 
broad categories of physiological, psychological, anthropomorphic, environmental, 
social, and genetic. With the successful recruitment of EB participants and follow-up 
measurements that have now progressed into the 12-month period for many subjects, 
preliminary results are already showing interesting relationships that will be impactful to 
the field of weight management. 

With the support of our expert advisors (Drs. Allison, Hill, Jakicic, Hamilton, Katzmarzyk, 
Church, Blundell, Welk & Thomas), the continuation of observations through a second 
year will allow us to approach the following Specific Aims: 

SPECIFIC AIMS: 

Prefatory Aim 1, To examine the extent to which variation in total energy expenditure 
and variation in total energy intake contribute to changes in body weight and fat among 
young adults. 

Primary Aim 1. To examine the extent to which changes in body weight and fat are 
driven by changes in energy expenditure, changes in energy intake, or both. 


WVUFOIA #15236-1527 




Secondary Aim 1. To examine the extent to which changes in body weight and fat 
during specific time intervals are driven by changes in energy expenditure, changes in 
energy intake, or both. 

Secondary Aim 2. To examine the specific components/attributes of energy expenditure 
and energy intake that drive changes in body weight and fat 

Secondary Aim 3. To determine to what extent demographic characteristics modify the 
relationship between variance in the changes in energy expenditure and energy intake 
and variance in the changes in body weight and fat. 

Tertiary Aim 1. To study the feasibility of examining the temporal sequence of changes 
in energy expenditure and changes in energy intake. 


SEQUENCE OF MEASUREMENTS FOLLOWING BASELINE : 


3M 

6M 

9M 

!2M 

15M 

18M 

21M 

24M 

• Armband 

10 days 

« 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 
10 days 

• ActivPal 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• ActivPal 

• 3 random 
24-hr 
dietary 
recalls 

» Weight 

« Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 
10 days 

« ActivPal 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

* Armband 

10 days 

* ActivPal 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 


INCENTIVES: 

In an effort to increase adherence and compliance, participants will receive an 
incentive upon completion of baseline and quarterly measures. A total of $500 will be 
given to each subject in Year 2 of the study period, with cash payments varying based 
on the complexity and length of each visit. The following is the breakdown of the 
incentive distribution during Year 2: 


Visit 

15M 

18M 

21M 

24 M 

Incentive 

$75 

$150 

$75 

$200 


PUBLICATION PLAN: 

Upon completion of the study, a number of manuscripts will be prepared and submitted 
to top peer-reviewed journals for publication (e.g. Journal of the American Medical 
Association, New England Journal of Medicine). Study findings will also be presented 
at national meetings (e.g. American College of Sports Medicine, Experimental Biology, 
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The Obesity Society, American Nutrition Society) and released to the press/media (e,g. 

New York Times, Washington Post, USA Today). 

Examples of publication titles include: 

1. What drives the increase in body weight/fat - energy intake or energy 
expenditure? Findings from a prospective energy balance study. 

2. Changes in energy intake and energy expenditure: What components contribute 
to these changes? 

3. Do demographic factors moderate the relationship between energy intake, 
energy expenditure and weight/fat gain? 

4. Re-thinking the obesity epidemic: Implications for clinicians, public health 
officials, and policy makers. 

5. The importance of energy balance design elements in future obesity research 
studies. 
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BUDGET 


Budget Summari- 


Total Direct Costs $1,088,307 

USC Indirect Costs $ 108,831 

TOTAL COSTS $1,197,137 
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BUDGET JUSTIFICA TION 


PERSONNEL 

The extensive set of measures and multiple follow-up measurement periods throughout 
the study will require significant time and effort by study personnel. A large study staff 
will be needed during 2014 to continue follow-up visits with the 400 participants involved 
for an additional year. During the additional year of follow-up, we will conduct laboratory 
measures and collect energy intake (24-hour recalls) and energy expenditure 
(armbands, DLW, basal metabolic rate) data, and considerable effort will be required to 
maintain contact and insure good adherence to the study protocol, 

Dr. Steven Blair, Co-Pi (5%) has expertise in conducting large-scale prospective 
studies and randomized trials, and extensive background in physical activity/fitness 
research in areas related to overweight and obesity. Dr. Blair has used the armband to 
measure energy expenditure in previous studies. 

Dr. Gregory Hand, Co-PI (10%) has expertise in all laboratory measures being 
conducted in this study, which include body fat measurement (DXA), physiological 
assessments (i.e. blood draws for lipid and glucose analysis), waist circumference, 
basal metabolic rate, 

Dr. James Hebert, Investigator (2%) has expertise in dietary intake assessment and 
has used the 24-hour recall in a number of his studies. 

Mr. Tom Hurley, Investigator (10%) will oversee conducting the 24-hour recalls at the 
(JSC Cancer Prevention and Control Center. He has supervised work in this area for 
over 125,000 dietary recalls in various studies funded by the National Cancer Institute. 

He also has expertise in analyzing the dietary data. 

Dr. Mei Sui, Investigator (10%) has expertise in data management and coordination, in 
addition to data analysis. Each investigator will provide guidance in his/her area of 
expertise during program development and throughout the study period. This set of 
investigators is among the leaders in the field of energy balance and dietary and 
physical activity assessment. 

A number of individuals, including the Project Manager, Project Coordinator, Retention 
Coordinator, Data Manager ; Lab Manager, Lab Technicians, and Graduate Research 
Assistants will be hired to conduct the daily operations of the project. 

The Project Manager will manage the day-to-day aspects of this study and will 
coordinate laboratory visits and energy intake and expenditure assessments. He/she 
will meet regularly with the investigators and will supervise the work of the other project 
staff members. 

The Project Coordinator will assist the Project Manager in all day-to-day activities. 
He/She wilt also be available to participants to answer questions about armbands, 

24HR, and other measures (e.g. surveys). They will be responsible for handing out 
incentive to the participants. 
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The Retention Coordinator will be responsible for executing the retention plan to 
ensure participants return for foiiow-up visits. Retaining 400 participants for an 
additional one-year study period wifi be crucial for the success of this project. 


The Data Manager, working with Drs, Sui, Hardin, and Hurley, will be responsible for 
cleaning, storing, and ensuring the security of the data. Study data wilt be collected 
from several measures: survey data (Project Manager), dietary recall data (USC 
Nutrition Center), and laboratory measures (USC laboratory). The Data Manager will 
coordinate the data from all of these sources and develop datasets that are clean and 
properly formatted. 

The Laboratory Manager, working closely with the Project Manager, will supervise the 
Laboratory Technicians and Graduate Assistants to perform measurements and train 
participants on how to use armbands and adhere to study methods. He/She will also be 
responsible for maintaining all fab supplies and equipment. 

The Laboratory Technicians will be responsible for collecting all laboratory measures 
(DXA, blood draws, DLW, fitness, basal metabolic rate, etc). The large sample size and 
multiple study visits will require multiple technicians to be available. 

The Graduate Research Assistants wiff assist the Project Manager, Project 
Coordinator, Retention Coordinator, Laboratory Manager, and Laboratory Technicians 
with a wide variety of research and administrative tasks. 

CONSULTANTS 

A group of world-renowned experts [Drs. David Allison (University of Alabama- 
Brimingham), James Hill (University of Colorado Health Sciences Center), John Jakicic 
(University of Pittsburgh), Marc Hamilton (Pennington Biomedical Research Center), 
Peter Katzmarzyk (Pennington Biomedical Research Center), Timothy Church 
(Pennington Biomedical Research Center), John Blundell (University of Leeds), Gregory 
Welk (Iowa State University), and Diana Thomas (Montclair State University)] in the 
area of energy balance will serve as consultants and advisors to this project. These 
scientists have provided guidance in the development of the study protocol and will 
continue to provide their expertise throughout the study. The consultants wiil meet with 
study personnel annually, in person or by teleconference, to provide guidance and 
expertise, problem solve, and help disseminate study findings. Additional discussions 
with the advisors will be conducted at least quarterly by teleconference and email. 

EQUIPMENT 

Two Metabolic Measurement System for V02max Testing will be purchased to measure 
resting metabolic rates and to measure maximum fitness. To continue testing as we 
have been to ensure consistency, we require that this system include a canopy for 
resting metabolic rate. Due to the large volume of participants that we wilt be testing, 
we wifi need to purchase a warranty for the equipment. A 5-year warranty is requested. 

SUPPLIES 
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Previous energy balance studies have relied on self-report measures to assess energy 
intake and energy expenditure, and many of these approaches are not accurate or 
precise enough to get a valid assessment of energy balance, A major purpose of this 
study is to obtain the most accurate and precise measures of body fat, energy intake, 
and energy expenditure. Therefore, it is important that the best measures available are 
used in this study. 

All participants currently use SenseWearArmbands, which automatically monitor energy 
expenditure and physical activity, for 10 days on a quarterly basis to measure energy 
expenditure. The armbands have been shown in a number of validation studies to 
provide an accurate assessment of energy expenditure. We anticipate that a small 
number of armbands may need to be replaced. 

Computers will be used for data entry, data management, and participant retention 
activities. 

Project-specific office and computer supplies will include shirts that staff will wear during 
recruitment and data collection activities, data storage supplies, and other project 
supplies. 

TRAVEL 

Funds for one in-person meeting of the consultants and several teleconference 
meetings are included. In addition, travel funds for the Co-Pis and investigators to 
present the study results at scientific meetings are included. 

OTHER COSTS 

Laboratory costs include the cost to draw, process and store blood, to conduct fitness 
assessments, and to test basal metabolic rate. The Clinical Exercise Research 
Laboratory at USC has a DXA machine, and there will be no equipment costs to obtain 
DXA data. Technicians to perform these tests are included in the budget. 

Printing costs will include retention materials, project letterhead and envelopes, and 
signage. 

Graduate assistant tuition is required by the University when graduate students are 
included in a research study. 

Incentives - As previously mentioned, retaining participants will be very important in this 
study. In order to encourage ongoing participation in the study, participants wifi receive 
a cash incentive after each laboratory and/or energy expenditure and intake 
assessment period. Incentives will increase as the study progresses. Participants will 
receive a total of $500 for continuing in the study for an additional year. 

Random 24-hour dietary recalls are the gold standard for assessing dietary intake. 

Three, random 24-hour dietary recalls will be conducted on all participants at baseline 
and on a quarterly basis (3 recalls x 5 measurement periods = 15 total recalls) by the 
Diet Assessment Research Unit of the University of South Carolina Cancer Prevention 
and Control Center. Three assessments per quarter will provide an accurate 
assessment of each participant’s dietary habits. The Center will collect the data, 
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process it, and analyze it. The Center has provided 24-hour dietary recall services for a 
number of large scale nutrition studies. 

Teleconferences will be scheduled periodically for advisors to consult with investigators. 
The university charges a fee for hosting a dedicated line for participants to caff in. 

Publication costs for abstracts and manuscripts are requested. 


WVUFOIA #15236-1535 


MODIFICATION AGREEMENT NO. 2 


THIS MODIFICATION AGREEMENT NO. 2 is effective as of November 19, 2013, and is made between 
THE COCA-COLA Company (hereinafter referred to as “Sponsor”), and THE SOUTH CAROLINA RESEARCH 
Foundation (“SCRF”), the university-affiliated research foundation for The University of 
South Carolina (“University”), Dr. Gregory Hand, Professor, Arnold School of Public 
Health (“Study Director”), and Dr. Steven Blair, Professor, Arnold School of Public 
Health (“Study Co-Director”) (University, Study Director, Study Co-Director and Sponsor are 
also referred to herein individual as a “Party” and collectively as "Parties"). 

The Parties are parties to a Research Agreement effective as of November 4, 2010 (the "Agreement") in 
connection with an Energy Balance Study, and a Modification Agreement thereto effective June 6, 2013 (the 
“Modification Agreement”). Unless otherwise defined herein, the defined terms used in this Modification 
Agreement No. 2 shall have the same meanings as set forth in the Agreement and the Modification Agreement, 
as applicable. 

The Parties desire to modify Exhibit C (Payment Schedule) of the Modification Agreement by deleting the 
payment schedule in its entirety and inserting the following in lieu thereof: 

Sponsor will pay University based on completion of the following milestones: 

* 2013 Payments: 

Total payment of $997,614.50 

3/10 the total 2013 amount ($299,284.25) paid upon completion of year two start-up and 
retention of current participants for a second year of measurements (scheduled for late July 
2013). 

2/10 the total 2013 amount ($199,522.25) paid upon delivery of one or more manuscripts 
suitable for publication and presentations at national meetings. 


1/4 the total 2013 amount ($249,404.00) paid upon delivery of status report by University to 
Sponsor at the end of November 2013. 


1/4 the total 2013 amount ($249,404.00) paid upon 25% of participants completing year two 
measurements (scheduled for December 2013). 

® 2014 Payments: 

Total 2014 payment: $199,522.50 

1/2 the total 2014 amount ($99,761.25) paid upon completion of year two measurements 
(scheduled for July 2014). 


Manage #508191, UC #332375 


Classified - Confidential 


WVUFOIA #15236-1536 





1/2 the total 2014 amount ($99,761.25) paid upon delivery of final results and analyses 
(scheduled for November 2014). 

This Modification Agreement No. 2 in no way modifies the remaining terms and conditions of the Agreement or 
Modification Agreement, both of which shall remain in full force and effect. 

Any and all attachments referred to in this Modification Agreement No. 2 are hereby incorporated herein by 
reference and are made a part hereof as if they were included in the text of this Modification Agreement No. 2. 

The Parties have executed this Modification Agreement No, 2 (which may be executed in counterparts and via 
facsimile or electtonically transmitted signature, all of which shall be originals and sufficient to legally bind the 
parties to this Modification Agreement No. 2) effective as of the date First written above. 


South Carolina Research Foundation 

R ... 

Print Name: R. gteven PthererlQfl, Asst. Dtrentor 
Title: Policy and Compliance 

Date: _ 


The Coca-Cola Company 

Bv: <9 . _ 

Print. Name: W/HU tUM? 

Title: V 

Date: /V t Q/ /I 2 jDl ^ . ZZ 


StudyDirecior 



By: / 

r 

Print-Name^ ( 'i/fA 
Title: VrpQ,^crY J 


Date: i '?Ju//7x>l'Z 


Study Co-Director 


By:. 



Print Name: __ 

Title: 

Date: 


ShAM'T&latY 


Classified - Confidential 


WVUFOIA #15236-1537 



MODIFICATION AGREEMENT NO. 3 


THIS MODIFICATION AGREEMENT NO. 3 is effective as of May_, 2014, and is made between 
THE COCA-COLA COMPANY (hereinafter referred to as “Sponsor”), and THE SOUTH CAROLINA RESEARCH 
Foundation (“SCRF”), the university-affiliated research foundation for The University of 
South Carolina (“University”), Dr. Gregory Hand, Professor, Arnold School of Public 
Health (“Study Director”), and Dr. Steven Blair, Professor, Arnold School of Public 
health (“Study Co-Director”) (University, Study Director, Study Co-Director and Sponsor are 
also referred to herein individual as a “Party” and collectively as "Parties"). 

The Parties are parties to a Research Agreement effective as of November 4, 2010, in connection with an Energy 
Balance Study, including all modifications thereto (collectively, the “Agreement”). Unless otherwise defined 
herein, the defined terms used in this Modification Agreement No. 3 shall have the same meanings as set forth 
in the Agreement. 

The Parties desire to modify the Agreement as follows: 

1. Section 6.1 of the Agreement is modified so that the new expiration date is December 31, 2015, unless 
sooner terminated in accordance with Article 6.2 of the Agreement or otherwise agreed to by the parties 
in writing. 

2. Exhibit A (Protocol) and Exhibit B (Budget) are modified by adding the additional provisions attached 
hereto as Attachment 1 . which are applicable to the extended period of this Modification Agreement 
No. 3. 

3. Exhibit C (Payment Schedule) is modified by deleting the payment schedule in its entirety for purposes 
of this Modification Agreement No. 3 and inserting the following in lieu thereof: 

Sponsor will pay University based on completion of the following milestones: 

• 2014 Payment: 

Total payment of S319,836 

100% of the total 2014 amount of $319,836 paid within thirty (30) days of execution of this 
Modification Agreement No. 3, as compensation for the following services for Year 3: 
start-up, retention of current participants for a third year of measurement, and delivery of 
status report by University to Sponsor. Anticipated completion date is November 1, 2014. 

• 2015 Payment: 

Total payment of $319,836 

100% of the total 2015 amount of $319,836 payable June 1, 2015, as compensation for the 
following services: completion of Year 3 measurements, delivery of final results and 
analyses, delivery of one or more manuscripts suitable for publication, and presentations at 
national meetings. Anticipated completion date is November 1,2015. 

Manage #610023, RC #332375 

Classified - Confidential 
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This Modification Agreement No. 3 in no way modifies the remaining terms and conditions of the Agreement, 
which shall remain in full force and effect. 

Any and all attachments referred to in this Modification Agreement No. 3 are hereby incorporated herein by 
reference and are made a part hereof as if they were included in the text of this Modification Agreement No. 3. 

The Parties have executed this Modification Agreement No. 3 (which may be executed in counterparts and via 
facsimile or electronically transmitted signature, all of which shall be originals and sufficient to legally bind tire 
parties to this Modification Agreement No. 3) effective as of the date first written above. 


South Carolina research foundation The Coca-Cola Company 



Print Name: R. Steven Etheredge Print Name: 

Title: Asst. Director, SAM _ Title:_ 

Date: June 18, 2014_ Date: __ 



Study Co-Director 



Title: Professor-— 

Date: w IK 9014 
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ATTACHMENT I 


See attached 
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April 25, 2014 


Energy Balance: Continuation through Year 3 

Steven N. Blair and Gregory A. Hand, Co-Principal Investigators 
Department of Exercise Science, Arnold School of Public Health 
University of South Carolina 


PURPOSE: 

The continuation of Energy Balance will allow the study team to follow participants for a 
third 12-month period. This extension will result in 2 more measurement sessions at 30 
and 36 months and provide a more robust dataset that increases the likelihood of 
uncovering significant interactions among the energy balance components and their 
potential determinants. It will also dramatically increase the statistical power that could 
be the critical component to achieve the study’s secondary and tertiary aims. 

BACKGROUND: 

The Energy Balance Study (EB) achieved the year one target recruitment of over 400 
adults aged 21 to 35 years with a BMI ranging from 20 to 35. This population is at risk 
for a gradual increase in weight of about 1.5 pounds per year. EB’s goal is to continue 
to follow the individuals retained from year 2 to further understand the relationships 
among the three primary components of the energy balance equation (intake, output, 
and storage), as well as to document determinants of the changes in these 
relationships. Perhaps EB’s greatest strength is the breadth of the potential 
determinants that are tracked. These fail into the broad categories of physiological, 
psychological, anthropomorphic, environmental, social, and genetic. With the 
successful recruitment of EB participants and follow-up measurements that have now 
progressed into the 24-month period for many subjects, results are already showing 
interesting relationships that will be impactful to the field of weight management. 


SPECIFIC AIMS: 

Prefatory Aim 1. To examine the extent to which variation in total energy expenditure 
and variation in total energy intake contribute to changes in body weight and fat among 
young adults. 

Primary Aim 1. To examine the extent to which changes in body weight and fat are 
driven by changes in energy expenditure, changes in energy intake, or both. 
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Secondary Aim 1. To examine the extent to which changes in body weight and fat 
during specific time intervals are driven by changes in energy expenditure, changes in 
energy intake, or both. 

Secondary Aim 2. To examine the specific components/attributes of energy expenditure 
and energy intake that drive changes in body weight and fat. 

Secondary Aim 3. To determine to what extent demographic characteristics modify the 
relationship between variance in the changes in energy expenditure and energy intake 
and variance in the changes in body weight and fat. 

Tertiary Aim 1. To study the feasibility of examining the temporal sequence of changes 
in energy expenditure and changes in energy intake. 

SEQUENCE OF MEASUREMENTS FOLLOWING BASELINE: 


3M 

6M 

9M 

12M 

15M 

18M 

21M 

24M 

30M 

36M 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 
10 days 

• ActivPal 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• ActivPal 

• 3 random 
24-hr 
dietaty 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 
10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 

• Armband 

10 days 

• 3 random 
24-hr 
dietary 
recalls 

• Weight 


INCENTIVES: 

In an effort to increase adherence and compliance, participants will receive an 
incentive upon completion of measures. A total of $400 will be given to each subject 
in Year 3 of the study. The following is the breakdown of the incentive distribution 
during Year 3: 


Visit 

30M 

36M 

Incentive 

$200 

$200 


PUBLICATION PLAN: 

Numerous publications have been submitted and / or have been approved. Upon 
completion of the study, additional manuscripts will be prepared and submitted to top 
peer-reviewed journals for publication (e.g. Journal of the American Medical 
Association, New England Journal of Medicine). Study findings have been and will 
continue to be presented at national meetings (e.g. American College of Sports 
Medicine, Experimental Bioiogy, 
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The Obesity Society, American Nutrition Society) and released to the press/media (e.g. 

New York Times, Washington Post, USA Today). 

Examples of publication titles include: 

1. What drives the increase in body weight/fat - energy intake or energy 
expenditure? Findings from a prospective energy balance study. 

2. Changes in energy intake and energy expenditure: What components contribute 
to these changes? 

3. Do demographic factors moderate the relationship between energy intake, 
energy expenditure and weight/fat gain? 

4. Re-thinking the obesity epidemic: Implications for clinicians, public health 
officials, and policy makers. 

5. The importance of energy balance design elements in future obesity research 
studies. 
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Total Direct Costs $581,520 

USC Indirect Costs $ 58,152 

TOTAL COSTS $639,672 


BUDGET 


Budget Summary 


\ 
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BUDGET JUSTIFICA TION 
Energy Balance Study 


Personnel 

The extensive set of measures and multiple follow-up measurement periods throughout 
the study will require significant time and effort by study personnel. A large study staff 
will be needed during 2015 to continue follow-up visits with the 150 participants involved 
for an additional year. During the additional year of follow-up, we will conduct laboratory 
measures and collect energy intake (24-hour recalls) and energy expenditure 
(armbands, basal metabolic rate) data, and considerable effort will be required to 
maintain contact and insure good adherence to the study protocol. 

Dr, Steven Blair, PI (5%) has expertise in conducting large-scale prospective studies 
and randomized trials, and extensive background in physical activity/fitness research in 
areas related to overweight and obesity. Dr. Blair has used the armband to measure 
energy expenditure in previous studies. 

Dr, Greg Hand, co-PI (12%) has expertise in all laboratory measures being conducted 
in this study, which include body fat measurement (DXA), physiological assessments 
(i.e. blood draws for lipid and glucose analysis), waist circumference and basal 
metabolic rate. 

Dr. James Hebert, Investigator (2%) has expertise in dietary intake assessment and 
has used the 24-hour recall in a number of his studies. 

Dr. Tom Hurley, Investigator (10%) will oversee conducting the 24-hour recalls at the 
USC Cancer Prevention and Control Center. He has supervised work in this area for 
over 125,000 dietary recalls in various studies funded by the National Cancer Institute. 
He also has expertise in analyzing the dietary data. 

A number of individuals, including the Project Manager, Retention Coordinator, Data 
Manager, Lab Manager, Lab Technicians and Graduate Research Assistants will be 
hired to conduct the daily operations of the project. 

The Project Manager will manage the day-to-day aspects of this study and will 
coordinate laboratory visits and energy intake and expenditure assessments. He/she 
will meet regularly with the investigators and will supervise the work of the other project 
staff members. 

Retaining participants for an additional one-year study period will be crucial for the 
success of this project. The Retention Coordinator will be responsible for executing 
the retention plan to ensure participants return for follow-up visits. 

The Data Manager, working with Dr. Hurley, will be responsible for cleaning, storing 
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and ensuring the security of the data. Study data will be collected from several 
measures: survey data (Project Manager), dietary recall data (USC Nutrition Center) 
and laboratory measures (USC laboratory). The Data Manager will coordinate the data 
from all of these sources and develop datasets that are clean and properly formatted. 

The Laboratory Manager, working closely with the Project Manager, will supervise the 
Laboratory Technicians and Graduate Assistants to perform measurements and train 
participants on how to use armbands and adhere to study methods. He / She will also 
be responsible for maintaining all lab supplies and equipment. 

The Laboratory Technicians will be responsible for collecting all laboratory measures 
(DXA, blood draws, DLW, fitness, basal metabolic rate, etc). The large sample size and 
multiple study visits will require multiple technicians to be available. 

The Graduate Research Assistants will assist the Project Manager, Project 
Coordinator, Retention Coordinator, Laboratory Manager and Laboratory Technicians 
with a wide variety of research and administrative tasks. 


Supplies 

Previous energy balance studies have relied on self-report measures to assess energy 
intake and energy expenditure, and many of these approaches are not accurate or 
precise enough to get a valid assessment of energy balance. A major purpose of this 
study is to obtain the most accurate and precise measures of body fat, energy intake, 
and energy expenditure. Therefore, it is important that the best measures available are 
used in this study. 

All participants currently use SenseWearArmbands, which automatically monitor energy 
expenditure and physical activity, for 10 days on a quarterly basis to measure energy 
expenditure. The armbands have been shown in a number of validation studies to 
provide an accurate assessment of energy expenditure. We anticipate that several 
armbands may need to be replaced. 

Project-specific office and computer supplies will include shirts that staff will wear during 
recruitment and data collection activities, data storage supplies and other project 
supplies. 


Travel 

In addition, travel funds for the PI and investigators to present the study results at 
scientific meetings are included. 
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Other Costs 

Laboratory costs include the cost to draw, process and store blood, to conduct fitness 
assessments, and to test basal metabolic rate. The Clinical Exercise Research 
Laboratory at USC has a DXA machine, and there will be no equipment costs to obtain 
DXA data. Technicians to perform these tests are included in the budget. 

Printing costs will include retention materials, project letterhead and envelopes, and 
signage. 

Graduate assistant tuition is required by the University when graduate students are 
included in a research study. 

Incentives - As previously mentioned, retaining participants will be very important in this 
study. In order to encourage ongoing participation in the study, participants will receive 
a cash incentive after each laboratory and/or energy expenditure and intake 
assessment period. Participants will receive a total of $400 for continuing in the study 
for an additional year. 

Random 24-hour dietary recalls are the gold standard for assessing dietary intake. 
Three, random 24-hour dietary recalls will be conducted on all participants at baseline 
and on a quarterly basis (3 recalls x 2 measurement periods = 6 total recalls) by the Diet 
Assessment Research Unit of the University of South Carolina Cancer Prevention and 
Control Center. Three assessments per quarter will provide an accurate assessment of 
each participant’s dietary habits. The Center will collect the data, process it, and 
analyze it. The Center has provided 24-hour dietary recall services for a number of 
large scale nutrition studies. 

Publication costs for abstracts and manuscripts are requested. 
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